Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

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

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTpuH® TabneTku, NOKpHIThiE NJIEHOUHON 0605104Ko#, 10 Mr

Market / PuIHOK

: Russia / Poccus

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

Cepust Ne : VAohlaAy Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001888978 Date of Analysis / 17.06.2026

Ananutuuecknii oryet Ne JlaTa ananusa

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

JlaTa npou3BoacTBa I'ogen no

Mfg. License No. /

IponseogcTaensas : MNB/05/263 LA sl f JIT1-Ne(005456)-(PT-RU)
Homep PY

auuenzus Ne

Analysis performed according to ND: / Anaau3 nposeaen no H/: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4HOIi ynakoBKH yTBepxkaeHsi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOH YNIaKOBKH yTBep:kaeHbl: 17.02.2025
PL approved: / JIB yrBepikaen: 15.05.2024

Ne Test / Iloxa3zaTennb

Result / PesyabTaTnl

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnble RBOSIKOBBIMTYKJbIE TaOIETKH,
MOKPLITBIE  TUIEHOYHOH  000JI0UKOM
Genoro uBera, C PHCKOH Ha OJHOM
cropoHe. Ha momepedyHoM paspese —

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 nABOAKOBBIMYK/Ible TabNeTKH,
NOKPBITEIE MIEHOYHOH obomnoukoil Genoro
WK NoYTH 6eJ10ro LBETa, C PUCKOI Ha OHOM
cropone. Ha monepedyHoM paspese sapo oT

anpo Gesoro uBerTa.

| 6enoro g0 nouTH OeNoro uBeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt coorsercTByeT Tpebopauusm HJL 3akmwouenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
IToArOTOBJEHO: [MposepeHo: Pardeep | IIposepeno (AOK): Ajay | / Onobpeno: ObecneueHne
Yogesh Chauhan Kumar Kumar Srivastava xadecTBa/OTBETCTBEHHOE JIULO:
. e
(o
Aok
Date / Date / Date / Date / \ VTN 7P |14
Jara: 17.06.2026 Jara: 17.06.2026 Hata: 17.06.2026 JlaTa: 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: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

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

CEPTHUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lletpuu® TabneTkH, MOKPLIThIC IIEHOUHOH 060J10UKOM, 10 Mr

Market / Poivok : Russia / Poccust

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

Cepus Ne 3 VRO Pa3mep cepun 25,00,000 Tab

amalyical Report No./ : 890001888978 Dateof aunlysis | 17.06.2026

AHaJIHTHYEeCKHIE oTueT No JlaTa aHanuza

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

JlaTa npon3BOACTBA I'oxen go

Mfg. License No. / .

TIpon3BoOACTBEeHHAS : MNB/05/263 LA pumbee: / JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according to ND: / Ananu3s nposeaen nmo HJI: JITT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HON YIAKOBKH yTBepsaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpPHYHOH YNaKOBKH yTBep:kaeHbl: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024

Result / PesyabTaTs!

Specification / Hopma

Ne Test / Ilokazarennb

2 Identification /
NUnenTudukanus
HPLC / B3XX

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
rstandard solution. / Bpems ynep>xuBaHHs
OCHOBHOT'O MHKa Ha XpOMaTorpamMmMe
HCTILITYEMOTO pacTBOpPa COOTBETCTBYET
BPEMEHH yIEeP>KUBAHHUA OCHOBHOIO IHKA
Ha XpOMaTOrpaMMe CTaHAapTHOTO
pacTBOpa LETHPU3MHA THAPOXJIOpHA.

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").

Bpewmst ynepkuBaHHS OCHOBHOI'O NMUKa Ha
XpomMaTorpaMMe HCIbITYEMOTO pacTBOpa
IOJPKHO COOTBETCTBOBATH BPEMEHH
yIepKUBaHUA OCHOBHOTO [MKA Ha
XpOMaTOrpaMme CTaHAapTHOTO PacTBoOpa
LETUPU3WHA THAPOXJIopUaa (pasaen
<Konu4ecTBEHHOE ONpeneNieHHE).

Remarks : The Product confirms to ND/
Ipumeuanue: [TponykT coorBercTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouyenmne: OJJOGPEHO

Prepared by /
TlogroroBnewo:
Yogesh Chauhan

Checked by /
IMpoeepeHo: Pardeep
Kumar

.

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

s

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

WMOTBCTCTBCHHOC JIMLO:
1 A0 ‘o

KZ;\)"/ﬂ»&

Date/
Jara: 17.06.2026

Date /
Jata: 17.06.2026

Date /
Jarta: 17.06.2026

Date / YN AR
Jlara: w

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
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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 AHAJIHN3A

Product: Cetrine® film coated tablets, 10 mg
IpoaykT: LleTpuH® TabneTku, NOKPHITHIE M1

eHouHoM obosoukoi, 10 mMr

Market / Poinok : Russia / Poccus

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

Cepusa Ne 8 V240124y Pasmep cepun 25,00,000 Tab

Analytical Repo“rt No./ . 890001888978 Date of Analysis / 17.06.2026

AHanuTHYecKHii oTueT Ne JlaTa aHanu3a -

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

Jara npousBoacTsa TI'ogen no

Mfg. License No. /

MpoussoacTBeHHAR : MNB/05/263 LS. i JITI-Ne(005456)-(PT-RU)
Homep PY

JnueH3ns Ne

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Anann3 nposeaen no H/: JIII-Ne(005456)-(PI"-RU)-150524
Artworks of primary package approved: / MakeTbl nepsu4Hoi yNnakoBKH yTBepxaennt: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIl YNAaKOBKH yTBepaaeHbl: 17.02.2025

No Test / IlokazaTens

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
V- cnexrpodoroMeTpHs

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 D-CreKTpbl NOrIOEHHUS
UCIILITYEMOTO PacTBOPa U CTAHAAPTHOrO
pacTBOpa UETUPU3HHA THAPOXJIOpHIA B
obmacty ot 200 g0 400 HM JO/DKHBI HMETh
MaKCHMYMBI NOTJIOIEHUA NPU OJHON U TOH
K€ JIJTMHE BOJIHBI C HOMYCTHUMbIM
/OTKJIOHEHHUEM + 2 HM,

Dissolution / PacTBopenue

95 %; 96 %; 92 %; 95 %; 96 Yo;

94 %

Not less than 80% (Q) of the labeled amount
of C21HasCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJILHOTO COEPXKAHHS
C21HasCIN2O3 2HCI (ueTnpusuna
meupoanpm[) uepes 30 MuH.

Remarks : The Product confirms to ND/

IIpumeuanue: ITpoaykT cooTBeTcTRYET TpeboBanmsam HJL

Conclusion : APPROVED /
3aknwuenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
IloarorosieHo: Ilposepeno: Pardeep | IlpoepeHo (AOK): Ajay | / Onobpeno: Obecneuenue
Yogesh Chayhan Kumar Kumar Srivastava kauecTra/OTBETCTBEHHOE JIULIO:
L}
/,2,‘{ 1o \cofn-
i i TR 1)
: < Kz;l r% % .
| Date/ ™~ Date / Date / Date / N \O 42
Jara: 17.06.2026 | dara: 17.06.2026 Jara: 17.06.2026 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




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 AHAJINU3A

Product: Cetrine® film coated tablets, 10 mg

M poaykr: LletpuH® TabaeTKH, MOKPHITHIEC INIEHOYHOH 060109K0i, 10 Mr

JuneH3us Ne

Market / Poisok : Russia / Poccus

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

Cepus Ne t VagllLaAh Pasmep cepuu 25,00,000 Ta6
Analytical Repovrt No./ . 890001888978 Date of Analysis / 17.06.2026
AHaauTHYecKui oTueT Ne JlaTa aHanu3za

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

Jlata npon3BoacTBa I'open o

Mfg. License No. / .

IMpousBoacTBeHHAs : MNB/05/263 IR, pntlsees f JITT-Ne(005456)-(PT-RU)

Howmep PY

PL approved: / JIB yreep:kaen: 15.05.2024

Analysis performed according to ND: / Anaan3s nposeaen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HoOMH YNaKOBKH YTBepaaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpU4HOI YNAaKOBKH yTBep:kaeHbI: 17.02.2025

Ne Test / Hokazarean Result / PesynbTaTsl Specification / Hopma

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOpPOAHOCTH AO3MPOBAHHBIX 2.7 than 15.0 / ITokazatens npuemsnemoctu (AV)
eHHHI osmxkeH 06Tk He Hostee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: IlpoaykTt coorBeTcTBYET TpeboBanusam HJ 3axuouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
[ToarotoBneHo: Ipoeepeno: Pardeep | Ilposepeno (AOK): Ajay | / Onobpeno: Ob6ecrnieuenue
Yogesh Chauhan Kumar Kumar Srivastava kauecTBa/OTBETCTBEHHOT JTULIO:
S|y [reslie
/ » = )f __ng_g-b
/7 © / /da ) L

Date / Date / Date / Date / Y EED /)/OV
Jara: 17.06.2026 Hata: 17.06.2026 Hara: 17.06.2026 Jara: 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: L85195AP1984PLC0O04507
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

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Letpuu® 1abneTkH, NOKPbITHIE MIeHouHOM 06onoykoi, 10 Mr

Market / Poinok : Russia / Poccus

JULeH3us Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi No e MEGIE Pasmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001888978 Date of Analysis / 17.06.2026
AHaJuTHYeCKHI oTyeT No JaTta ananuza
Date of Manufacture / . 05/2026 Date of Expiry / 04/2029
JlaTa npousBoacTBa T'oxen no
Mfg. License No. /
MA number: /
IIpou3sBoacTBeHHAasI : MNB/05/263 Howmep BY JITI-Ne(005456)-(PT'-RU)

PL approved: / JIB yrBep:xkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no H/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HoOii ynakoBKH yTBepaennbt: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPNYHO# yNaKOBKH yTBepaxaeHbl: 17.02.2025

5 Impurities / [Ipumecu
Impurity A / Below LOD (LOD = 0.005 %) / Husxe
ITpumecs A npenena o6uapysxeuns (ITO = 0,005 %) Not more than 0.2 % / ue Gonee 0,2 %
Impurity B /
[Tpumecs B 0.05 % Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ Not detected / He oGHapyxeHa Not more than 0.2 % / He Gonee 0,2 %
[Tpumecs C
Impurity D / Not detected / He oGHapyskena Not more than 0.2 % / ve 6osee 0,2 %
[Tpumecs D
Impurity E /
[Tpumecs E 0.03 % Not more than 0.2 % / He 6onee 0,2 %
Remarks : The Product confirms to ND/ , Conclusion : APPROVED /
Ipumeuanne: IpoaykT cooTBeTcTBYeT TpeboBanusm HJL 3akawyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
IoarororneHo: Ilpoeepeno: Pardeep | ITposepeno (AOK): Ajay | / Ono6peHo: O6ecneuenue
Yogesh Chayhan Kumar Kumar Srivastava kagecTBa/OTBETCTBEHHOE JIHLIO:
°
Q[__ o 7133000 L oedim
_— / a .
Date / Date / Date / Date / ( \ exm
Hara: 17.06.2026 Jlata: 17.06.2026 Jara: 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

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

ITpoaykr: LleTpuu® Tabnerku, NOKPbIThIE MNIEHOYHOI obosoukol, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne i SEnT il Pa3zmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001888978 Date of Analysis / 17.06.2026

AHanuTuyeckuii otyer Ne JlaTa aHayiu3a

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

JaTa npou3BoacTBa Topen o

Mfg. License No. / .

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

JuneH3us Ne

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Anaau3s nposeaen nmo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOH yNaKoBKH yTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi YTaKoBKH yTBep:kaeHbI: 17.02.2025

Impurity F /
[Tpumecs F

Any individual unidentified
impurity / JIro6ast eAMHHYHAS
HeuAeHTHGULIMPOBaHHAS IPUMECD

otal impurities /
CyMMa npumecer

Below LOD (LOD = 0.015 %) / Huxe
npenena o6Hapyxerus (I10 = 0,015 %)

0.07 %

0.2 %

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

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

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

Remarks : The Product confirms to ND/

Ilpumeuanne: IIpogyKT COOTBETCTBYET TPeOOBAHUAM Hl[

Conclusion : APPROVED /
3akawuenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person
TloAroToBNEHO: IIposepeno: Pardeep | IlpoeepeHo (AOK): Ajay | / Onobpeno: ObecneueHue
Yogesh Chauhan Kumar Kumar Srivastava K%a/OTBwCTaeHHoe émuo:

A .(ADQ Y
Date/ “ Date / Date / Date / Vo %f)ﬁ’bb
JHara: 17.06.2026 Hara: 17.06.2026 JHara: 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 4300 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

CEPTU®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LleTpun® Tabnerku, NOKphIThIE MIEHOUHOH 06010uKOi, 10 Mr

Market / Poinox : Russia / Poccus

JUueH3us Ne

Batch No./ . Batch Quantity / 25,00,000 tab /
Cepus Ne il SEsie Pasmep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001888978 Date of Analysis / 17.06.2026
AHajquTH4ecKHi oTyeT Ne Jara ananausa
Date of Manufacture / . 05/2026 Date of Expiry / 04/2029
JlaTa npou3BoACTBA I'ogen no
Mfg. License No. /
MA number: /
IlpousBoacTBeHHAR : MNB/05/263 Homep PY JITI-Ne(005456)~(PT-RU)

PL approved: / JIB yreep:xkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIl yTAKOBKH YTBepxkaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO ynakoBkH yTeepakaennl: 17.02.2025

Ne Test / Iloka3zaTesb Result / PesynbTaTnl Specification / Hopma
6 Water content / 349 Not more than 8.0% /
Copaepixanue BOAbI ’ He Gounee 8,0 %
7 Microbiological purity* /
MuxpoGuoaoruyeckas
qucToTa*
a) Total aerobic microbial count / Not more than 1000 CFU/g/
O61wee 4hcno a3pobHbIX NA He 6onee 1000 KOE/r
MHKPOOPTaHHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / ObLuee umucno He 6omnee 100 KOE/r
IIPOMCKEBBIX M TUIECHEBBIX TPUOOB
¢) E. coli NA Shall be absent in 1g/ OtcyTcTBHE B 1 T
8 Assay / KonnuecTBeHHoe From 9.0 mg to 11.0 mg of
onpefeseHHe C»HasCIN>O3- 2HCI (Cetirizine
a9l glggl/ 2}91 B Dihydrochloride) in tablet (90.0 % to 110.0 %
ok of label claim). / Ot 9,0 mr o 11,0 Mr
C>1HasCIN>O3- 2HCI (uetnpuzuna

Remarks : The Product confirms to ND/
Ilpumeuyanne: [ponaykT cooTBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3akmodenne: OJJOBPEHO

s

Prepared by / Checked by / Checked by (AQA)/
ITonrorosseno: Iposepeno: Pardeep | Ilposepeno (AOK): Ajay
Yogesh Chayhan Kumar Kumar Srivastava

ik

Approved by: Quality Assurance/Authorized person
/ OnobpeHo: Obecneyexue
kauecTBa/OTBETCTBEHHOE JIULIO:

2400 \condin

//7(‘3.\}»;)50 .

Date /
Jara: 17.06.2026

Date /
JHara: 17.06.2026

Date /
Jara: 17.06.2026

Date/
Jarta:

! \’p &/\‘6,7/0"/‘0

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

CEPTUDPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Npoaykt: LleTpua® TabneTky, NOKPbITHIE NIEHOUHOH 060104KOi, 10 Mr

Market / PoiHok : Russia / Poccust

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

Cepus Ne i REE Pa3smep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001888978 Date of Analysis / 17.06.2026

AHaJINTHYeCKUI oTueT No JlaTa anaau3za

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

JlaTa npon3BOACTBA I'ogen no

Mfg. License No. /

IponsBoacTBenHas : MNB/05/263 P& pomhiers; / JITI-Ne(005456)-(PT-RU)
Homep PY

aunensua Ne

PL approved: / JIB yreepaxaen: 15.05.2024

Analysis performed according to ND: / Ananu3s npoeeaen no HJ/L: JITT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI ynaKkoBKH yTBep:kaenn:: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HO#i YNaKOBKH yTBepaxkaeHb: 17.02.2025

Ne Test / IlokazaTenan

Result / Pe3yabTaThl

Specification / Hopma

uruapoxnopua) B Tabnetke (ot 90,0 % no
110,0 % oT HOMHMHaNBEHOrO CoAep KaHUS).

9 Subdivision of tablets /
Jlenenue TabseTok

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. /
TaGneTkH COOTBETCTBYIOT TPEOOBAHHAM, €CIIH
He Gonee 1 enMHHYHAS Macca OTKIIOHSAETCA 3a
npenens 85%-115% or cpenueii Maccst.
TabneTkn He COOTBETCTRYIOT TpeboBaHUAM,
ecnu Bonee yeMm | MHAMBHAYasIbHAS Macca
OTKJOHAETCA OT 3THX MPEAENOB WK, €cii |
WHAHBH/LYa/IbHAA Macca OTKIOHACTCA 32

Remarks : The Product confirms to ND/

ITpumeuyanne: [Iponykt coorsercTByer TpeboBaHnam HJI

Conclusion : APPROVED /
3axkmwouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
IlonroToBneHo: Iposepeno: Pardeep | Ilposepeno (AOK): Ajay | / Omobpeno: Obecneuenue
Yogesh Chauhan Kumar Kumar Srivastava Kay a/OrBeTCTBEHHOE ‘;IHHO:
- 45‘)/\ o " )
/ZK e ¢
Date / Date / Date / Date / \ ) ’40/6’\/0
Jlara: 17.06.2026 JHara: 17.06.2026 Hara: 17.06.2026 Jara: \/

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 Q’:‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10

mg

IpoayxT: LleTpuH® TabneTku, MOKPBIThIE TUIEHOUHOH 000104KOH, 10 MP

Market / Poinok

: Russia / Poccus

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

Cepusn Ne 2 RSl Paszmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001888978 Date of Analysis / 17.06.2026

AHanuTHYecKui oTyeT No Jara ananusa

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

JlaTa nponsBoacTBa TI'ogen oo

Mfg. License No. / .

Hpoussoncraennas . MNB/05/263 Manuabers / JIT-Ne(005456)-(PT-RU)
Howmep PY

JneH3ns Ne

Analysis performed according to ND: / Anaaus nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH YNAKOBKH YTBepaaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO#H YNaKkoBKH yTBepaxkaeHbi: 17.02.2025
PL approved: / JIB yreep:kaen: 15.05.2024

Ne Test / IokazaTenn Result / PesyabTaTsi Specification / Hopma
npeaenst 75%-125% ot cpeaHel Macchl.
10  |Package/ Omucanue ynaxoku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnetok B |a carton. / ITo 10 TabneTok B
[IBX/TIBJIX//amomunnesom Gaucrepe. [[IBX/TIBJIX//amomunnesom 6inucrepe. Io 2
[To 2 6aucrepa BMECTE C JIMCTKOM- i 3 61KMcTepa BMECTE C JIMCTKOM-
BKJIafbILIEM YITAaKOBaHbl B NAYKY BKJIAZbIIEM YIIaKOBAHbI B [TAUKY KAPTOHHYIO.
KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooTBeTCTBYET See Module 1, section 1.3.2 of registration
dossier. / B coorBeTcTBHH ¢ paznesom 1.3.2
MOy 1 perucTpalMOHHOTO N0Che.
12 Storage conditions / Yeosus At temperature not higher than 25 °C/ I1pu Temnepatype He Boiie 25 °C.
XpaHeHUust
13 |Shelf-life (storage period) / Cpox{3 years. / 3 roza.
roAHOCTH (CPOK XpAHEHHH)

Remarks : The Product confirms to ND/

Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axuouenne: OJIOBPEHO

Prepared by / Checked by /
[ToaroroeneHo: ITposepeno: Pardeep
Yogesh Chauhan Kumar

i

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

Approved by: Quality Assurance/Authorized person
/ OnobpeHo: Obecneuenne
kauecTBa/OTBETCTBEHHOE JIHLIO:

)

/12204 Consinn

/.
Date /

Jara: 17.06.2026

Date /

Jara: 17.06.2026

%\)/

Hara: 17.06.2026

Date /
JlaTa:

Sz

ra

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 Q‘:‘.

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

Ipoayxr: LleTpra® TabnaeTkH, MOKPHITbIE MNIEHOYHOH 0600uKoi, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne 5 NEh0LsG Pasmep cepuu 25,00,000 Ta6
Analytical Repo:‘t No./ . 890001888978 Date of Analysis / 17.06.2026
AHanuTHYecKuii oT4eT Ne Jara ananusa

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

JlaTa npon3BoacTBa TI'ogen no

Mfg. License No. /
IlpousBoacTBeHHas
JiHueH3Hust Ne

: MNB/05/263

MA number; /

JITT-Ne(005456)-(PI -
Homep PY Ne(005456)-(PT-RU)

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH yNaKoBKHU yTBep:xaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPU4HOIi yNaKOBKH yTBepkAeHbl: 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. / [IpoBoauTcss NPOM3BOAUTENIEM NPH BbITNYCKE NEPHOAUUECKH: [Uls Kaxkaoi 20-0i
cepuu UK He MeHee | pasa B rox. Tlokazatens MoxeT ObITh He BkmoyeH B CepTudukat ananuza dupmet.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [IpoaykT cooTBeTCTBYET Tpebosanuam HJT 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
ITonrorosneHo: [Mpoepeno: Pardeep | ITpoeepeno (AOK): Ajay | / Omo6peno: ObecnieueHne
Yogesh Ch} han Kumar Kumar Srivastava l(/&,‘lﬁ%ﬁa/OTBeTCTBCHHOC JIMLLO:
, = 20a) \coim
) (&\)/

‘ 2z
Date / Date / Date / Date / \ \ % 2o
JHara: 17.06.2026 Jara: 17.06.2026 Hara: 17.06.2026 Jara: \ O/D

=52

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

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ilpoaykrt: Llerpuu® TabieTky, NOKPBITHIE MIEHOYHOR 060/104KOMH, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepun Ne § V2601246 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 800001888978 Date of Analysis / 17.06.2026

AHaJHTHYECKHIT oTueT Ne JlaTa aHanau3a

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

JlaTa npon3BoacTBa Toxen po

Mfg. License No. /

Nponssoxcraennas . MNB/05/263 M b | JIT-Ne(005456)-(PT-RU)
Homep PY

JHneH3us Ne

PL approved: / JIB yreepxnaen: 15.05.2024

Analysis performed according to ND: / Anaans nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBHYHON yNIAaKOBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / Makersl BTOpPUYHOH YNAKOBKH yTBepikaenbl: 17.02,2025

API name / HaumenoBauune ADC:

Cetirizine dihydrochloride / Llerupusuna sUruapoxaopumn

INN / MHH:

Cetirizine / Lletupuzun

API manufacturer batch number /
Homep cepuu npoussoautens AOC:

BT00-26014

FP Manufacturer API Batch number /
Homep cepun cy6eTaHuuu npoussoaurens [JIdD:

FETAO00166

API Manufactured by, address & country /
IIpouspoaurenr APC, agpec u cTpana:

Glochem Industries Private Limited,
Survey No. 174 to 176, .D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Mupactpuec IpanBut Jlumuren,
Yyacrku Ne 174-176, U 1. A., bonnapam, CaHrapennu
Huctpukr - 502 325, Xakinapabag, mrar Tenanrana, UHaus

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

HanmeHoBanue, agpec, JHUEH3USA AJIA
IIpousBoacTBeHHas nuowaaka / Ilnomagka KOHTpoJs
KkayecTBa / Ilnomaaka Bpinycka

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 Penau’c Jlaboparopuc JIta.,
IlpounsBoacTBeHHoe noapasaenenue-6, Bunn. Kxons, Hanarapx
Poyn, bapnu, Juctpukt Conan, X.I1., 173205, Uuaus
(JTuuenzus 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 /
IIpumeuanue: IponykT coorBeTcTBYET TpeboBanusaM HJT 3akaoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
IToaroToBneHo: [Mposepeto: Pardeep | Ilposepeno (AOK): Ajay | / OnoGpeHo: Obecnedenne
Yogesh Chauhan Kumar Kumar Srivastava Ka Ba/OTBeTCTBEHHOE JIULIO:
; 145 lc oS

V/ \/\7 p‘iy oot
Date Date / Date / Date /
HNara: 17.06.2026 JHara: 17.06.2026 Jara: 17.06.2026 Jlara: \_, /}D

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



‘.o Dr. Reddy's Laboratories Ltd.

e/ 2@ Formulation Unit-6

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
CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IpoaykT: LleTprH® TabneTku, MOKPHITHIE MIEHOYHOH 0601049KOH, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne : V2601246 Pazmep cepuu ©25,00,000 tab

Analytical Repovrt No./ . 890001888978 Date of Analysis / 17.06.2026

AHanuTHYecKuii oTyeT No Jara ananusa

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

JlaTa npon3BoacTBa Togen 1o

Mfg. License No. / .

Ipoussoacrsennas : MNB/05/263 MAmumbers : JIT-Ne(005456)-(PT-RU)
Homep PY

JIHLEH3Us Ne

Analysis performed according to ND: / Anann3s nposeaen no HJL: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4HOI YNaKoBKH yTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / Makers! BTOpHYHO# YIaKOBKM YTBep:xaeHbl: 17.02.2025
PL approved: / JIB yrBep:kaen: 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». /

3akoueHne 0 cooTBeTcTBHH: «HacTOAIMM s MOATBEPXKIAIO, YTO MPUBEAEHHAs BhIle MHOpPMALHUS SBISETCS HOCTOBEPHON U
TOYHOW. DTa cepus MNPOAYKUUM Npou3BeAcHa (BKNIOYas YMAKOBKY (MapKHMpOBKY) M KOHTpPOJb KauyecTBa) Ha BbILICYKa3aHHOMN
NPOM3BOACTBEHHOMN Niomanke (MIomaaKax) B HOJHOM COOTBETCTBUU ¢ TpeGoBanuamu [IpaBui Hagexateii poU3BOACTBEHHO
npaktikn EBpasuiickoro skonomuueckoro cowsa (No GMP/EAEU/RU/02329-2025 ot 19 cenrsibpsa 2025 r.) u TpeGoBaHUAMHU
KOHTPOJIs Ka4eCTBa JIEKAPCTBEHHBIX CPEIICTB, @ TAKKE B COOTBETCTBHHU CO CNELUPHKALUMAMH, COASPKAUMUCS B PETUCTPALHOHHOM
JOCbE CTPaHbI-UMIOpPTEPA. 3alMCH MO MPOW3BOACTBY, YMAKOBKE M aHANM3y NpPOBEPEHbI, W YCTAHOBJIEHO HX COOTBETCTBHE
Tpe6oBaHusM TIpaBui Haaexaileil NPOU3BOACTBEHHON MPaKTHKH EBpasniickoro 3k0OHOMHYECKOro coro3ay.

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

Mpumeuanue: [IponykT cootsetcTByeT TpeboBanuaM HJT 3axaouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person
IToaroTtosneHo: Iposepeno: Pardeep | Ilposepero (AOK): Ajay | / OgobpeHo: ObecnedeHne

Yogesh Chaghan Kumar Kumar Srivastava kadecTBa/OTBETCTBEHHOE JIULIO:

® 104 lkodm
/|| s T W

Date / Date / Date / Date / K\ ﬂ%?"’{@
Jara: 17.06.2026 Jara: 17.06.2026 Hara: 17.06.2026 JlaTa: ’Do

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



