Dr.Reddy’s Q::‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Product: Cetrine® film coated tablets, 10

mg

ITpoayxr: LleTpun® TabneTKH, MOKPBITHIE MJIEHOUHOM 060J0ukoi, 10 Mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne ¢ V2ol1531 Pazmep cepuu 25,00,000 Ta6

Analytical Repovrt No. / . 890001888975 Date of Analysis / 17.06.2026

AnanurHuyeckuii oruet Ne JlaTa aHanu3a

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

JlaTa npousBoAcTBa T'ogen go

Mfg. License No. / .

IIpousBoCcTEeHHAS : MNB/05/263 MA number: / JIIT-Ne(005456)-(PT-RU)
Homep PY : :

auuensusi Ne

Analysis performed according to ND: / Ananu3s nposeaen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HO# ynakoBKH yreep:xaenni: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpU4HOIi YIAKOBKH yTBepxAeHbl: 17.02.2025
PL approved: / JIB yreepiaen: 15.05.2024

Ne | Test/ Ioka3aTean

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrabie ABOAKOBBIMYKJbIE TaOJETKH,
OOKpBITBIE  MAEHOYHOH  060J104KOi
Oenoro uBeTa, C pPHUCKOM Ha ofHOH
cropone. Ha nonepeyHoM paspese —
A1po 6enoro LBETa.

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.
/  Kpyrnble JBOSKOBHINYKIIbIC TaGJIETKH,
NOKPBITHIE TUIGHOYHOH 060snoukoit Genoro
WK 1ouTH §esioro 1BeTa, ¢ pUCKoit Ha ofiHO N
cropone. Ha nonepeuHoM paspese sapo ot
6esoro 10 nmoutu GeNoro LBeTa.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[MoarotoBneHo: IposepeHo: Pardeep | ITpoeepeno (AOK): Ajay | / Opobpeno: ObecricucHue
Sarita Sharma Kumar Kumar Srivastava Kaye OrBeTtcTBeHHOE nAuo:

712 L Coudim

Q/ Z? § B g Y >/\‘ /7“},0\_b
,\%ﬁ' /‘ﬂb A

Date / Date / Date / Date / o /\%np
Hata: 17.06.2026 Hara: 17.06.2026 Hara: 17.06.2026 Jara: s

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 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. Sofan, 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
INpoaykr: LletprH® TabNeTKH, MOKPLITHIE TLT

eHouHOH 060s04Koit, 10 Mr

Market / PoiHoK : Russia/ Poccus

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

Cepusa Ne + V2601231 Pa3smep cepun 25,00,000 Tab

Analytical Repovrt No. / . 890001888975 Date of Analysis / 17.06.2026

AHanuTuYecKuii oTueT No JlaTa aHaau3za

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

JlaTa npousBoacTBa T'open no -

Mfg. License No. / .

T — . MNB/05/263 MA: numibers f JITT-Ne(005456)-(PT-RU)
Homep PY

JnueH3Hsa Ne

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposexed mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl NepBHYHOI YNIaKOBKH yTBepaennl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YNAKOBKH yTBepxaennl: 17.02.2025

Ne Test / Iloka3zaTeanb

Result / PesyabTaThl

Specification / Hopma

2 Identification /
Uaentuduxanun

HPLC / BOXX

The retention time of the main peak in
the chromatogram of test solution
complies with the retention time of the
'main peak in the chromatogram of
Cetirizine Hydrochloride reference
standard solution. / Bpems yaep:xupaHus
OCHOBHOTO MUK HA XPOMATOrpamMMe
UCTIBITYEMOT'O PACTBOPA COOTBETCTBYET
BpEMEHH YIEp)KUBAHHs OCHOBHOIO [THKa
HA XpOMAaTOrpamMMe CTAHIAPTHOTO
pacTBOpa LETHPU3NHA THAPOXIIOPHAA.

The retention time of the main peak in the
chromatogram of test solution should comply
‘with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

BpeMs ynepKUBaHHA OCHOBHOTO NMUKA Ha
XpOMaTorpaMMe HCTbITYEMOro pacTRopa
NOMKHO COOTBETCTBOBATH BPEMEHH
yAePKHBaHKsl OCHOBHOTO [THKA Ha
XpOMaTorpamMMe CTaHNapTHOTO pacTBoOpa
LUeTHpU3MHA THapoxiopuia (pasnen
«KonuuecTBeHHOE OTIpeesieHIeY).

‘ Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: Ilponykt cootBeTcTBYET TpeboBaHuam HIL 3akawouenue: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
[ToarotoBneHo: ITporepeno: Pardeep | IlpoeepeHo (AOK): Ajay | / OmobpeHo: OGecneueHue
Sarita Sharma Kumar Kumar Srivastava Kavec TBETCTBEHHOE JIHLLO:
/fif:;w lcovinm
- /Zﬁ\lg’b .
| Date/ Date / Date / Date / ( ) V/\ v Yo
| Hara: 17.06.2026 Hara: 17.06.2026 Hara: 17.06.2026 Hara: i

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
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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

CEPTHO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ilpoayxr: Iletpun® TabneTkH, NOKPHITHIE MNIEHOYHOH 06osoukoi, 10 Mr

Market / PoiHOK : Russia / Poceust

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

Cepns Ne ¥ YagLa31 Pa3zmep cepun 25,00,000 Tab

Analytical Repo:‘t No./ . 890001888975 Date of Analysis / 17.06.2026

Ananutudeckuii oTyer Ne JlaTa anasnu3za

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

JlaTta npouszsoacTBa Ioaen go

Mfg. License No. / .

Ipon3BoaCTBeHHAS : MNB/05/263 s JIM-Ne(005456)-(PT-RU)
Homep PY

JuueH3Hsa Ne

Analysis performed according to ND: / Ananu3 nposeaen mo HJL: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBuYHOlN yNaKOBKH yTBepuaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO#H yNaKoBKU yTBepauaennl: 17.02.2025
PL approved: / JIB yreepaaen: 15.05.2024

Ne Test / Iloka3zaTennb

Result / PesysabTaThl

Specification / Hopma

UV- spectrophotometry /
Y®- cnexrpodoromerpus

Complies / CooTercTByeT

'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®-criekTpsl MOTJIOIEHHS
HCITBITYEMOTO PaCTBOPA M CTAHAAPTHOTO
pacTBOpa LETHPH3UHA I'MAPOXJIOpUIA B
o6nacty ot 200 10 400 HM AOJHKHBEI MMETh
MaKCHMYMBbI [TOTJIOLUEH U TIPU OJHOM U TOM
Ke JUTMHE BOJIHBI C IOTTY CTHMEIM
OTKJIOHEHHEM + 2 HM.

Dissolution / PactBopenne

96 %; 93 %; 94 %; 91 %; 95 %;

95 %

Not less than 80% (Q) of the labeled amount
of C21H>sCIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHANBEHOI'O COAEPIKAHUS
C21Ha5CIN>O3- 2HCI (uetupuzuna
lrmmnpoxnopnn) yepes 30 MuH.

Remarks : The Product confirms to ND/

IIpumeuanne: Ipoaykr cooTBeTcTBYET Tpebosanusm HJT

Conclusion : APPROVED /
3axkmoyenue: OJIOBPEHO

Prepared by /
IMoxrorosneno:
Sarita Sharma

Checked by /

Kumar

IIposepeHo: Pardeep

> -

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

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

xaq?algwsemraeuuoe JIULIO:
?
}%%\Lod \Cotn

Date /

Jara: 17.06.2026

Date /
JHara: 17.06.2026

§ i \/
/
Date /

Jara: 17.06.2026

Date /
JHara:

ok
{ \ﬂ‘/\f%";/o’lﬁ

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 ‘g

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

Ipoaykr: Lletpuu® TabNETKH, MOKPHITHIE NEHOYHOH 060m0uKOM, 10 MI

Market / PuIHOK : Russia / Poccus

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

Cepusi Ne p VS Pasmep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001888975 Date of Analysis / 17.06.2026

AHAJIMTHYeCKHii oTyeT Nt JlaTa ananusa

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

JlaTa npon3BoacTBa T'open no

Mfg. License No. / .

[IpoH3BOACTBEHHAR : MNB/05/263 MA number: / JITI-Ne(005456)-(PT-RU)
Homep PY

JHIeH3us1 Ne

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl epBH4HOM yNaKOBKHY yTBep:aeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO#H YNaKOBKHM yTBepxAeHbl: 17.02.2025

Ne ]Test / Tloka3zareJsn ]Result / Pe3ynbTaTsl

Specification / Hopma

OHOPOAHOCTE J03UPOBAHHBIX 6.9

4 iUniformity of dosage units /
!ezlmmll

Acceptance value (AV) should be not more
than 15.0 / [Tokazatens npuemiemocts (AV)
yioJbkeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoayxt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmoyenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
[loaroToBneHo: INposepeno: Pardeep | Ilposepeno (AOK): Ajay | / Onobpeno: Obecnieyenne
Sarita Sharma Kumar Kumar Srivastava kayecTea/ OTBETCTBEHHOE JIMLLO:
)
Q/ 9 ICangmn
L] )
e i //7 o

Date / Date / Date / Date / § ) ‘7'//0&

\ 3
Jara: 17.06.2026 Hata: 17.06.2026 Hara: 17.06.2026 Hara: = \‘&’lp‘)rb

o '

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 AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: LleTprH® TabneTkH, NOKPLITHIE [1EHOYHOH 060m0uK0i, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepna Ne : V2601231 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 800001888975 Date of Analysis / 17.06.2026

AHaanTtH4eckuii orueT Ne JlaTa ananusa

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

JlaTa npou3BOACTBA _[Conen ao

Mfg. License No. / .

IponseoncTReHHas : MNB/05/263 MA. nusbirs f JIT-No(005456)-(PT-RU)
Homep PY

JHneH3us Ne

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Ananns nposeneu nmo HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOI YNaKOBKH yTBepxaens: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTopn4HoOl yIakoBKH yTBepaaeHbl: 17.02.2025

5 Impurities / [Ipumecn
[mpurity A /
[Ipumece A

Impurity B /
[pumecs B

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

Impurity E /
[Ipumecs E

Below LOD (LOD = 0.005 %) / Huxe
npenena obHapysxenus (I10 = 0,005 %)

0.05 %

Not detected / He o6HapyxeHa

Not detected / He o6HapysxkeHa

0.03 %

Not more than 0.2 % / He 6onee 0,2 %
1

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

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

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

Remarks : The Product confirms to ND/

ITpumeuanue: Tlpoaykt cooTsercTBYeT TpeboBaHuam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
[loarorosneHo: IMposepeHo: Pardeep | ITposepeno (AOK): Ajay | / Onobpeno: OGecneuenue
Sarita Sharma Kumar Kumar Srivastava kauectea/OTBETCTBEHHOE JIHULIO;
)
0 — 5 £ 103100 1ot
= ks . 10
— Y 1IN

Date / Date / Date / Date / k } \ %qpq’
Hara: 17.06.2026 Hara: 17.06.2026 Hara: 17.06.2026 Hara: —

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

Ipoaykr: HetpuH® TabneTky, NOKPLITHIE TUIEHOYHOH 0b0noukoit, 10 Mr

Market / PbiHOK : Russia / Poccus

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

Cepusi Ne § aGLAST Pa3zmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001888975 Date of Analysis / 17.06.2026

AvanuTuueckuii oTyer No JaTa anaausa

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

JlaTa npou3BoacTBa T'open g0

Mfg. License No. / .

IlpousBoacTBeHHAS : MNB/05/263 MA: numbers / JITI-Ne(005456)-(PT-RU)
Homep PY

Juuen3ua Ne

Analysis performed according to ND: / Ananu3s nposeges no H/X: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HOIi yIaKoBKH yTBepaAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpU4HOIi yHaKkoBKH yTBepxaenni: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

Impurity F /
[Tpumecs F

Any individual unidentified
impurity / JIro6as equHHU4HAsA
HenaeHTH(ULIUPOBAHHAS IPUMECD

Total impurities /
Cymma npumecei

Below LOD (LOD = 0.015 %) / Huxke
npegena ooHapykenus (I1O = 0,015 %)

0.07 %

0.2 %

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

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

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

Remarks : The Product confirms to ND/
Ilpumeyanue: IIpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akaouenne: OJIOBPEHO

Prepared by /
IToaroToBneHo:
Sarita Sharma

%

Checked by /
IpoeepeHo: Pardeep
Kumar

el e

[ =

Checked by (AQA) /
[poeepeno (AOK): Ajay
Kumar Srivastava

Approved by: Quality Assurance/Authorized person
/ Opobpeno: ObecneueHiie

kayaaigmc'rcmem!oe JIKLO:
S Comn
b
/Zm}gj) ok |

| Date/
Jata: 17.06.2026

Date /
Jlata: 17.06.2026

4%)/

Jara: 17.06.2026

Date /
Jlata:

QRS

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

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Tpoaykr: LleTpun® TabneTku, NOKPHIThIE MIIEHOUHOM o6ooukoit, 10 Mr

auuensusa Ne

Market / PbiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusn Ne ¥ YapoIZL Pazmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001888975 Date of Analysis / 17.06.2026
AHanuTHueckuii otuet No JlaTta ananunza
Date of Manufacture / . 05/2026 Date of Expiry / 04/2029
JlaTa npou3BoAcTBA Togen go
Mfg. License No. /
MA number: /
IlpousBoacTBeHHAs : MNB/05/263 Homep PY JITI-Ne(005456)-(PI"™-RU)

PL approved: / JIB yreepxaen: 15.05.2024

Analysis perf(;rmed according to ND: / Ananu3s nposeaen no H/I: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOI YNIaKOBKH yTBepuaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOH yNaKoBKH yTBepaaeHbi: 17.02.2025

Ne Test / Iloka3aTenn Result / PesyabTaTni Specification / Hopma
6 Water content / 259 Not more than 8.0% /
Copepxanue BoAbl ’ He 6onee 8,0 %
7 Microbiological purity* /
Muxkpobuonornyeckas
yHcToTa®
a) Total aerobic microbial count / Not more than 1000 CFU/g /
Ob111ee 4UCo a3pOOHBIX NA He 6onee 1000 KOE/r
MHUKPOOPTaHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / Obuiee uncio He 6onee 100 KOE/r
NPOAOKEBBIX M MIECHEBBIX TPHOOB
¢) E. coli NA hall be absent in 1g/ OtcyTcTBue B 1 r
8 Assay / KosnuecTBeHHOe From 9.0 mg to 11.0 mg of
onpegeneHue C»1HasCIN»O3-2HCI (Cetirizine
= 3357/9/:" R Dihydrochloride) in tablet (90.0 % to 110.0 %
) of label claim). / Ot 9,0 Mr mo 11,0 mr
C21H25CIN203- 2HCI (uetnpuzuna

Remarks : The Product confirms to ND/ ‘
Ilpumeuanue: IpoaykT coorsercTByeT TpeboBanusim HJL

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

g~

Prepared by / Checked by / Checked by (AQA) /
IToaroToBeHO: IMpoeepeno: Pardeep | [Iposepeno (AOK): Ajay
Sarita Sharma Kumar Kumar Srivastava

il

Approved by: Quality Assurance/Authorized person
/ Opobpeno: ObecneyeHue
kauecTsa/OTBETCTBEHHOE JIULIO:

Date /

Jara: 17.06.2026

Date /
Jata: 17.06.2026

Date /
Hara: 17.06.2026

)4 [Con)m
2

Date / ( 2~ % wV
] N0

JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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

CEPTUD®UKAT AHAJIV3A

‘Product: Cetrine® film coated tablets, 10 mg

| IMIpoaykr: [letpuH® TabaeTkH, MOKPHITbIE MIEHOYHOH 060/104K0M, 10 Mr

|Market / Peinok : Russia / Poccus

| . _——

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

Cepus No F V2601231 Pasmep cepu 25,00,000 Ta6

Analytical Repovrt No./ . 800001888975 Date of Analysis / 17.06.2026

AHanuTHyeckuii oTuet Ne JaTta ananu3za

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

JaTta npousBoacTBa I'onen o

Mfg. License No. / .

Ttrianpaeemniss . MNB/05/263 M, mumberef JIT1-No(005456)-(PT-RU)
Homep PY

JuieHzus Ne

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaes no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4HOI YIaKOBKH yTBep:aennl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOMH YNAKOBKH yTBepxkaeHbl: 17.02.2025

Ne Test / [lokazaTean Result / Pe3yabTaThl

Specification / Hopma_

muruapoxsopun) B tabnerke (ot 90,0 % mo
110,0 % oT HOMHHANBLHOrO COEp KaHNS).

9 Subdivision of tablets /
JeneHnune TabieTrok

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. /
TabaeTku COOTBETCTBYIOT TPEOOBAHUAM, €CIH
He Gonee 1 exuHUYHAS Macca OTKIIOHAETCA 3a
npeaenst 85%-115% ot cpenueii Mmacchl.
TabneTkn He COOTBETCTBYIOT TPeOOBAHUAM,
ecnu Oosee yem 1 UHIUBHAYyaNIbHAS Macca
OTKJIOHAETCA OT 3THX MPENCNOB UJH, eciH |
MHAMBUAYATbHASL MACCa OTKIIOHSETCS 33

Remarks : The Product confirms to ND/
IMpumeuanne: Ilpoaykr coorBercryeT TpeGoBanusm HJI

Conclusion : APPROVED /
Jakmouenne: OJOGPEHO

S R S

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[ToaroTtorneHo: Ipogepeno: Pardeep | IIpoBepeHo (AOK): Ajay | / Onobpeno: OGecnieueHue
Sarita Sharma Kumar Kumar Srivastava

kauectBa/QTBETCTBEHHOE JIMLLO:
L]
<<t leocdim

®
b |

Date /
Jata: 17.06.2026

Date /
Hara: 17.06.2026

Date /
Iarta: 17.06.2026

Date /
JlaTa:

{ ] V/"’\%/\/@')/b

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 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

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10

Ipoayxr: Iletpna® TabneTky, MOKPbITHIE MIEHOUHOH 06onoykoH, 10 Mr

mg

Market / Poinok : Russia / Poccus

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

Cepusn Ne * V2601231 Pa3mep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001888975 Date of Analysis / 17.06.2026

AHajJuTHYecKuii oTuer No JlaTa ananusa

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

JlaTa npou3BoAcTBa I'ogen no

Mfg. License No. /

T ———— . MNB/05/263 SLA mimthes ¢ JITI-Ne(005456)-(PT-RU)
Homep PY

Jnuensus Ne

Analysis performed according to ND: / Anaaus nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4HO# yNaKoBKH yTBepxkaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpPHYHOIi YIAKOBKH YTBepaxaAeHbl: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

Ne Test / Iloxaszatens Result / PeaysabTaThl | Specification / Hopma
- npenensbl 75%-125% ot cpeaHeii Macchl.
10 Package / Onucanue ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information [or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 tabnerok B |a carton. / ITo 10 Tabnertox B
[IBX/TIBOX//amomunuesom 6muctepe. [[IBX/IIBAX//antomuHueBoM Giuctepe. [To 2
[To 2 Gnucrepa BMecTe € JIMCTKOM- uiau 3 GMcTepa BMECTE C JIMCTKOM-
BKJIA/BIIEM YNAKOBAHEI B MAYKy BKJIA/IBIIEM YI2KOBAHBI B AUKY KAPTOHHYIO.
- |[KapTOHRHY10.
11 Labeling / MapkupoBka Complies / CooTBeTCTBYyET See Module 1, section 1.3.2 of registration
dossier. / B cooTBeTcTRUH € pazgenom 1.3.2
- Moy 1 perucTpauroHHOrO J0ChE.
:12 Storage conditions / YcioBus ‘At temperature not higher than 25 °C/ IIpu Temnepatype He Boiie 25 °C.
XpaHeHuUs .
13 Shelf-life (storage period) / Cpor[3 years. / 3 rona.
roAAHOCTI (CPOK XPAHEHHS)

Remarks : The Product confirms to ND/
IMpumeuanne: IIponyxt cootBercTBYET TpeboBanusm HJI

Conclusion : APPROVED /
Jakmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/
INoarotoeneHo: IMpoeepeno: Pardeep | [Tposepeno (AOK): Ajay
Sarita Sharma Kumar Kumar Srivastava

Approved by: Quality Assurance/Authorized person
/ Onobpeno: ObecneueHme
kavecTea/OTBETCTBEHHOE JIULIO:

<l

/}g-iﬂﬂd \cotdian

ey

Date/

Hara: 17.06.2026

Date /

Jara: 17.06.2026

)

Jara: 17.06.2026

Date /
JlaTa:

4
N p

#

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

Dr.Reddy’s ‘.‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: Llerpun® TabnetkH, MoKpeITHIE NIEHOYHOU 0bo04ukoi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne i VRO Pasmep cepum 25,00,000 Ta6

Analytical Repovrt No./ . 890001888975 Date of Analysis / 17.06.2026

AHanuTuyeckHi oTyeT Ne JlaTa ananusa

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

JlaTa npou3BoACTBA T'omeH no

Mfg. License No. / .

IpousBoACTBeHHAS : MNB/05/263 NIA pumber; | JITI-Ne(005456)-(PT-RU)
Homep PY

JHIeH3us Ne

Analysis performed according to ND: / Anaaus npoeeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524

Artworks of primary package approved: / MakeTbl nepBHYHOH yNAaKOBKH yTBepxaenbl: 12.11.2024

Artworks of secondary package approved: / MakeTbl BTOpUYHOH YIAKOBKHU yTBepxaeHbl: 17.02.2025

PL approved: / JIB yrBepxaen: 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. / [IpoBoauTcs Npou3BOAUTENEM MPH BBIMYCKE NEPUOIUHECKH: 1St Kaxkion 20-oii
cepud WK He MeHee 1 pa3a B rof. IlokazaTens MoxeT ObITh He BkNIOYeH B CepTudukaT aHanuza GUpMsL.

Remarks : The Product confirms to ND/
IIpumeuanue; [Ipoaykr cooTBeTcTBYET TpeboBaHUAM H]J

Conclusion : APPROVED /
3akaoyenne: OJJTOBPEHO

Prepared by /
IToaroToBneHo:

Checked by /
Ilposepeno: Pardeep

Checked by (AQA) /
IIpoeepeno (AOK): Ajay

Approved by: Quality Assurance/Authorized person
/ Opobpeno: Obecneuenne

Sarita Sharma Kumar Kumar Srivastava ?;cusafo-rawc‘me}moe JIMLIO:
]
@/ C;t'f O fzﬁ?’_ﬂ_&l ot
) N b
Date / Date / Date / Date / f T[/V \‘b,yo
Jata: 17.06.2026 Jlata: 17.06.2026 Jara: 17.06.2026 JlaTa:

Registered Office: 8-2-327, 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



@0
Dr.Reddy’s ‘;‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykr: LHetpua® TabieTkH, NOKPHITHIE MIIEHOYHOH 06osioukoi, 10 mMr

Market / PoiHoK : Russia / Poccus

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

Cepusn Ne d VERI1Z31 Pasmep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001888975 Date of Analysis / 17.06.2026

AnanutHyeckuii oryet No JlaTa ananuza

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

JlaTa npou3BoacTBa T'open g0

Mfg. License No. / .

Tpon3BoACcTBeHHAS : MNB/05/263 MA numberz/ JITT-Ne(005456)-(PT-RU)
Homep PY

Junen3us Ne

PL approved: / JIB yrBepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposegen no HJ/I: JIII-Ne(005456)-(PT"-RU)-150524
Artworks of primary package approved: / MakeTnl nepBU4HOI yIaKkoBKH yTBepxaensi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHO#H YIAKOBKH yTBepx/aensni: 17.02.2025

API name / HaumenoBanuue A®C:

Cetirizine dihydrochloride / Iletupusuna aurunpoxnopua

INN / MHH:

Cetirizine / Lletupusux

API manufacturer batch number /
Homep cepuu npoussoautens ADOC:

BT00-26014

FP Manufacturer API Batch number /
Homep cepun cy6cranuun npoussoautens IJId:

FETAO00166

API Manufactured by, address & country /
IlpousBoautens AD®C, agpec u cTpana:

Glochem Industries Private Limited,
Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Unpactpuec [paiieut Jlumuren,
VYuactku Ne 174-176, U JI.A., Boanapam, Canrapeanu
Huctpukr - 502 325, Xaiinapaban, wrar Tenanrana, Uugus

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

HaunmeHoBanmue, agpec, JTUIleH3Us 1JIst
poussoacTeennas muowaaka / [lnouwaaka KoHTpoJIst
kadectBa / [lnomagka BeIMycKa

Dr. Reddy’s Laboratories 1.td.,
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (license No MNB/05/263). /

H-p Pennu’ ¢ JTaGoparopuc JIth,,
IIpoussoacteeHHOE noapasaeneHue-6, Bun. Kxons, Hanarapx
Poyn, bapau, Quctpukrt Conan, X.I1., 173205, Unaus
(JInuensns Noe 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/
ITpumeuanue: [Iponykt cooTBeTcTBYET TpeboBanusim HI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /
TloarotoBaeHo: Iposepeno: Pardeep

Checked by (AQA)/
[TpoeepeHo (AOK): Ajay
Kumar Srivastava

A

Approved by: Quality Assurance/Authorized person
/ OmobpeHo: ObecneucHue
kayecTBa/OTBETCTBEHHOE JIHIIO:

09 a4 ‘WM

/20

Sarita Sharma Kumar
Date /
Jarta: 17.06.2026

Date /
Hara: 17.06.2026

Date /

Hara: 17.06.2026

Date /
Jara:

P

\ )L/l\"",)/b

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




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

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

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: LleTpua® TabNeTKH, MOKPLIThIE MICHOYHOI 060n04KOH, 10 MP

Market / PoiHok : Russia / Poccust

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

Cepus Ne P V26011 Pa3mep cepuu 25,00,000 Ta6

Analytical Repo“rt No./ . 890001888975 Date of Analysis / 17.06.2026

AHanuTuueckuii oTueT No Jata ananuza

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

Jlata npou3BoaCTBAa I'oaen g0

Mfg. License No. / .

Tpou3BoacTBeHHAs : MNB/05/263 i JITT-Ne(005456)-(PT-RU)
Homep PY

JIHLEH3HA No

Analysis performed according to ND: / Anaaus nposeaen mo H/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YNaKOBKH yTBepaxaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTb! BTOpUUYHOil ynakoBkH yTBepaxaeHbl: 17.02.2025
PL approved: / JIB yreepxkaen: 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». /

3akaioueHue o coorBercTBuM: «HacToALMM S OATBEPXKAAI0, YTO NMPUBEAECHHAs Bhbille HH(POpMaLKs ABIAETCS JOCTOBEPHOH M
TOYHOM. DTa Cepus MPOAYKLUHM MpOU3BeAeHa (BKJIFOYAs yNakoBKY (MapKHpPOBKY) M KOHTPOIb KayecTBa) Ha BbllIEyKa3aHHOM
NPOM3BOJACTBEHHOM MUIOMAAKe (IUIOIAAKaxX) B NOJHOM COOTBETCTBUM ¢ TpeboBaHusamHU [IpaBun Hamiexaleil Npon3BOACTBEHHOMH
npakTuku EBpasuiickoro skoHomuueckoro cowosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeGoBaHHAMHU
KOHTPOJISL KAUECTBA JIEKAPCTBEHHBIX CPE/CTB, @ TAKXKE B COOTBETCTBHHU CO CMELUPUKALMAMH, COAEPHALUMHICS B PETUCTPALMOHHOM
IOCbE CTpaHbl-UMIOpTEpa. 3amkcH Mo MPOU3BOACTBY, YNAKOBKE W aHANM3y IIPOBEPEHBbl, W YCTAHOBIEHO HX COOTBETCTBHE
TpeboBaHuam [IpaBui HalIexKaei TPOU3BOACTBEHHON NPAaKTHKH EBpa3niickoro 3k0HOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/

Ipumeuanue: [Ipoaykt cooTBeTcTBYET Tpeboranuam HJI

Conclusion : APPROVED /
3akawyenune: OJJOGPEHO

Checked by /
INposepeHo: Pardeep

Kumar
C'—"‘j——’,—

Prepared by /
INoarororneHo:
Sarita Sharma

g

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

Approved by: Quality Assurance/Authorized person
/ Omobpeno: Obecneuenue
kauectBa/OTBETCTBEHHOE JIULIO:

123t lcoim
Kl&)@ﬁ :

Date /
Jara: 17.06.2026

Date /
Jlara: 17.06.2026

-

Hata: 17.06.2026

Date / ( ) [ ,V\'Q/:/vaf)/b

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: L85195AP1984PLC004507
www.drreddys.com





