Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

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

Ipoaykr: LleTpuH® TabneTkH, NOKpbITHIE MAeHOYHOM 0060104 KO#H, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepun Ne 2 V2600831 Paszmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001879192 Date of Analysis / 25 .04.2026

AHaNMTHYECKHI oTueT Ne JlaTa ananuza

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

JlaTa npou3BoOACTBA I'open no

Mifg. License No. / .

| e ——— : MNB/05/263 NLA number: | JIT1-Ne(005456)-(PT-RU)
Homep PY

JiHIeH3us Ne

Analysis performed according to ND: / Ananans nposeaen nmo HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBH4HO# ynaKkoBKH yTBepKaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIf yNakoBKH yTBepxkaenbl: 17.02.2025
PL approved: / JIB yrBepskaen: 15.05.2024

Ne Test / Iloka3zaTesib

Result / Pe3yabTaTbl

Specification / Hopma

1 Description / Onucanune

‘White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnele OBOAKOBBIMYKIbIE TabJICTKH,
[OKPBITHIE  [JICHOYHOM  000JI0YKOM
Oenoro 1Bera, C PHUCKOM Ha OAHOH
cTropoHe. Ha momepeuyHom paspese —

sapo Gesoro LiBeTa.

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.
/ Kpyrnasle HaBOSKOBBITIYKIIbIE TaOJIETKH,
MOKpBITBIE TJIEHOYHOH obonoukoit Genoro
Wiy nouTtH 6enoro LBeTa, ¢ PUCKON Ha OJHOM
cropore. Ha momepedyHoM paspeze sApo oT
6enoro 10 noutH 6esIoro LBETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [lpoaykt coorBercTByeT Tpeboranusam HJJ | 3akmiouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: IIpoBepeHo: IIposepero (AOK): | Omobpeno: Obecrnieuenue KavuecTBa/OTBETCTBEHHOE JIMLIO:
Rama Kant Pravesh Rana Amit Kumar Qubuci v
N (
Date / Date / Date / Date / y
Jlata: 24.04.2026 Jara: 24.04.2026 Hara: 24.04.2026 Jlara: J ‘)’(}

g

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560C34, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd
Formuiation 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 AHAJIM3A

IMpoaykr: Llerpun® TabneTku, NOKPHITH

Product: Cetrine® film coated tablets, 10 mg

€ IieHoYHo#i ob6onoukoit, 10 Mr -~

Market / PoiHOK : Russia / Poccus

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

Cepus Ne R V2600830 Pazmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001879192 Date of Analysis / 25.04.2026

AHanuTHYECKHIi oTyeT No Jara ananuza

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

JlaTta npou3BOACTBA TI'ogen 10

Mfg. License No. / i

S — : MNB/05/263 A numberz JITI-Ne(005456)-(PT-RU)
Howmep PY

JunueHsusi Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHO#H yNaKkoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO# yIaKOBKHY yTBepxkAeHbl: 17.02.2025
PL approved: / JIB yrBepxkaen: 15.05.2024

Noe Test / IloxazaTennb

Result / PesyabraTsl

Specification / Hopma

2 Identification /

UpenTudurauus

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 ynepsxuBaHus
OCHOBHOTO ITHKa Ha XpoMaTorpamMme
KCIILITYEMOTO PacTBOpPa COOTBETCTBYET
BPEMEHH YIEP)KUBAHUSL OCHOBHOTO MHKa
Ha XpOMAaTOrpamMMe CTaHAAPTHOrO
pacTBOpa LETMPHU3HHA THAPOXJIOPHAA.

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 ynep>KuBaHUsl OCHOBHOTO MK Ha
XpOMaTOrpaMMe HCIBITYEMOro pacTBopa
IIOJXHO COOTBETCTBOBATh BPEMEHU
'yIEep>KUBaHHSI OCHOBHOTO ITHKA Ha
XpOMaTorpaMMe CTaHAapTHOrO pacTBOPA
LETHPU3MHA THApPOXJIopHaa (pazaen
«KonuuecTBeHHOE ONpEACIeHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTcTBYET TpeGoranuam HJI 3aknwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloarotoBneHo: [IpoeepeHo: IIpoeepero (AOK): | Ono6peHo: Obecrieuenug kauectra/OTBeTe{BEHHOE JIULIO:
Rama Kan:ﬂs' Pravesh Rana Amit Kumar L\Fu (it \_ﬁ
/
N\ l\\L -

Date / Date / Date / Date / w ﬂo ¥ YP(Q
Hara: 24.04.2026 Hata: 24.04.2026 | lata: 24.04.2026 Jlara: AN

P >

(

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500C34, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emezil: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www. drreddys.com



Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formuiation 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

IMpoaykr: Llerpun® TabneTku, NOKPHITHIE MIEHOYHOH 06onoukoi, 10 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne 5 WRGINIESY Pasmep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001879192 Date of Analysis / 25.04.2026
AHaJHTHYECKHH oT4eT No JaTa aHanuza

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

JlaTa npon3BoOACTBA Tonen xo

Mfg. License No. /
IIponsBoacTeeHHan
Juuenzus Ne

: MNB/05/263

MA number: /

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

Analysis performed according to ND: / Auanus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBHYHOI yNaKOBKH yTBepsxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIf yNIaKOBKH yTBepiKAeHbl: 17.02.2025

PL approved: / JIB yreepakaen: 15.05.2024

Ne Test / IlokaszaTean Result / PesyabTaTsl

Specification / Hopma

UV- spectrophotometry /
YV ®- cnexktpodoToMeTpHs

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®-cneKTpbl MOraoLieHu!s
MCTIBITYEMOTO pacTBOpa M CTaHAAPTHOTO
pacTBOpa LETHPHU3HWHA TUAPOXIIOPU/IA B
obnacty ot 200 no 400 HM AOKHBI UMETh
MaKCHUMYMBI MOTJIOMIEHHS IPH OAHOM U TOH
oKe JUTMHE BOJIHBI C A0MYCTHMBIM
OTKJIOHEHUEM * 2 HM.

3 Dissolution / PacTBopenue

98 %

96 %, 95 %; 94 %; 96 %; 94 %;

Not less than 80% (Q) of the labeled amount
of C21HasCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHHAILHOTO COIEePIKAHNUA
C21HysCIN>O3- 2HCI (uetuprsuna
imuruapoxsopun) yepes 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr cooTsercTByeT TpeboBaHuAM HJJ

Conclusion : APPROVED /
3akaouenue: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IoaroToBieHo: Ilposepeno: ITposepeno (AOK): | Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIMLIO:
Rama Kant Pravesh Rana Amit Kumar Q L/O

ﬁ, s
Date / Date / Date / Date / (\ ,L./ U
Jlata: 24.04.2026 | Jlata: 24.042026 | [lava: 24.04.2026 | Jlara: QVL /ﬁ/\) { . 20

L N e

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

Tel: +91 40 4900 2900, Fax: +91 40

4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.direddys com



Dr.Reddy’s ":’

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Sofan, 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

IMpoaykr: Lerpuu® tabnerky, NOKpHITbIE IEHOYHOMK 060J10uKOit, 10 Mr

Market / PoiHok : Russia / Poccus

Jaunensusa Ne

Batch No. / i Batch Quantity / 25,00,000 tab /
Cepust Ne = V2610839 Pasmep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001879192 Date of Analysis / 25.04.2026
AHaauTHYeckuil oTuer Ne JlaTa anaausa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa Npou3BOACTBA Topen no
Mifg. License No. /

MA number: /

3 05/2 -No -(PI’-

IlpousBoacTBeHHan MNB/05/263 Homep PY JITI-No(005456)-(PT"-RU)

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananns nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOIi ynaKkoBKH yTrBepaaensl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI yNaKoBKH yTBep:xaenbl: 17.02.2025

No Test / [lokaszaTeanb Result / PesynbTaThl Specification / Hopma

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTH JO3HPOBAHHBIX 42 than 15.0 / Tlokazarens npuemaemoctu (AV)
eHHMI o nomxeH O6bITh He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: Ipoaykt coorBeTcTBYeT TpeGoBanusam HJL

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToaroToBneHo: Ilposepeno: Ipoeepeno (AOK): | Onobpeno: ObecrieueHne kayectsa/OTBETCTEBEHHOE JIULO:
Rama Kant Pravesh Rana Amit Kumar l’\AV Qa j
Mﬂﬂ/ f ﬁ/\
f\ H] ﬂ
Date / Date / Date / Date / k W o
Hara: 24.04.2026 Hata: 24.04.2026 | JlaTa: 24.04.2026 Jlara: A{?y{)q ,\')40
T s ;’,\) V

o

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

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emeil: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys com



Dr.Reddy’s ":’.

Dr. Reddy's Laboratories Ltd
Formuiation 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

CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
poaykT: Lletpun® TabneTku, NOKpbITHIC MIICHOUHOM 060J104KOMH, 10 MT

Market / PoiHoK : Russia / Poccus

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

Cepus Ne - X2600539 Paszmep cepunu 25,00,000 Tab

Analytical Repovrt No./ . 890001879192 Date of Analysis / 25.04.2026

AHanUTHYeCKHIT oT4eT Ne Jarta ananusa

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

JlaTa npou3BoAcTBa T'ogeH g0

Mfg. License No. / .

Mpoussoxcraesnas : MNB/05/263 AL pimbexs § JT-No(005456)-(PT-RU)
Homep PY

JIMUeH3us Ne

Analysis performed according to ND: / Anaqu3 nposeaen mo HJL: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl nepBu4HOI ynakoBKH yTBepakaeHbl: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH YNIaKOBKH yTBepaxkAenbl: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

MeCcH

IIpumeuanue: Ipoaykr cooTBeTcTBYET Tpeboranuam HJIT

S Impurities / IIpu
Impurity A /
[Tpumecs A Below LOD (LOD =0.005 %) / Huxe
npenena o6napyxxenus (ITO = 0,005 %) |Not more than 0.2 % / ue Gonee 0,2 %
Impurity B/
[Tpumecs B 0.03 % Not more than 0.2 % / ve 6onee 0,2 %
Impurity C / Below LOD (LOD =0.006 %)/ Huxe [Not more than 0.2 % / He 6oaee 0,2 %
[Mpumecs C nipenena obHapyxenus (ITO = 0,006 %)
Impurity D / Below LOQ (LOQ = 0.003 %) / Hixe [Not more than 0.2 % / ue Gonee 0,2 %
[Tpumecs D npesiena KOJHYECTBEHHOTO ONpeaeeHMS
(ITIKO = 0,003 %)
Impurity E /
[Tpumeces E Below LOQ (LOQ = 0.023 %) / Huxe |[Not more than 0.2 % / ue 6onee 0,2 %
npe/esna KOJIMYECTBEHHOTO ONpeaeaeHus
(IIKO = 0,023 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3axnwuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaAroToBREHO: IpoBepeHo: IposepeHo (AOK): | Onobpeno: Obecneyerue KalIECTBa/OTBeT HHOE JIMLIO:
Rama Kant Pravesh Rana Amit Kumar L\S}
& UGt L
@w&\“‘/ /\"/\
" a
Date / Date / Date / Date / W
Hara: 24.04.2026 Hara: 24.04.2026 | Hara: 24.04.2026 Hara: /;(‘Vf ')/(A
) =S =¥

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emeil: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.direddys com




Dr.Reddy’s Q':‘.

Dr. Reddy's Laboratories Ltd.
Formuiation 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

IIpoaykr: LleTpun® TabneTkH, MOKPHITHIC MIEHOYHOH 060n04Koi, 10 Mr

Juuensusa Ne

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne § V2600830 Paszmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001879192 Date of Analysis / 25.04.2026
AnanuTHdeckuii oTuer No JlaTta ananu3za
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoJacTBA Topen a0
Mfg. License No. /

MA number: /

: /05/2 -No -(PT-

IIpousBoacTBeHHAs MNB/05/263 Homep PY JIIT-Ne(005456)-(PT-RU)

PL approved: / JIB yrBepaxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4YHON yNaKkoBKH yTBepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yNaKoBKH yTBepxaeHbl: 17.02.2025

Impurity F /
[pumece F

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

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

Not more than 0.2 % /

Any individual unidentified
impurity / Jlro6as equaryHas
HEMIEHTUDHLIMPOBAHHAS NPUMECH

Below LOQ (LOQ = 0.05 %) / Huxe
npenena KoJMYECTBEHHOro ornpenenenysjge Gonee 0,2 %
(TIKO = 0,05 %)

Total impurities /
Cymma npHumeceit

0.0275 %

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

Remarks : The Product confirms to ND/
Ipumeuanne: Ilponykr coorercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
Jaxmwoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToaroToBneHo: Iposepeno: INposepeno (AOK): | Opnobpeno: Obecneyenue kayecTBa/OTBETCTREHHOE JIMLIO:
Rama Kant Pravesh Ran Amit Kumar /O L/é
I Ve
ol A
: —
. 7Y
Date / Date / Date / Date /
Jlata: 24.04.2026 Jlata: 24.04.2026 | Jara: 24.04.2026 Hara: m Q LA’/{ = B (O

=4

LS —

I—'J/g .')/Vl’

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: L85195AP1984PLCO04507
www.direddys.com




Dr.Reddy’s ":’.

Dr. Reddy's Laboratories Ltd
Formuiation 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

Ipoaykr: Lletpun® tabneTku, NOKPHITHIE MUIEHOYHON 060704KO#M, 10 M

Juuensua Ne

Market / Poinox : Russia/ Poccnst
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne i Pa3mep cepun 25,00,000 Ta6
Analytical Rep0ft No./ . 890001879192 Date of Analysis / 25.04.2026
AHaNUTHYECKHIT oTUYeT No Jata anaausa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
Jara npou3BoacTBa T'ogen po
Mfg. License No. /
MA number: /
IIpousBoacTBeHHAsR : MNB/05/263 Homep PY JITI-Ne(005456)-(PT-RU)

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBu4HO# ynakoBKH yTBep:aaeHsl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUYHOH yNaKkoBKH yTBepxkaeHbl: 17.02.2025

Ne Test / IlokazaTeanb Result / PesyanTaThl Specification / Hopma
6 Water content / 289% Not more than 8.0% /
Copaepaxanue BOAbI ’ He 6omee 8,0 %
7 Microbiological purity* /
Mukpo6uosornyeckas
yucToTa*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
O0uiee yncio a3poOHBIX He 6osiee 1000 KOE/r
MUKPOOPraHU3MOB
NA
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / O61uee uucno He 6onee 100 KOE/r
IPOMOKEBBIX M MIECHEBBIX IPUOOB
c) E. coli NA Shall be absent in 1g/ OrcyrcTere B 1 r
8 Assay / KosinuecrBeHHoe From 9.0 mgto 11.0 mg of
omnpeneeHue C»1HysCIN>O3: 2HCI (Cetirizine
e Dihydrochloride) in tablet (90.0 % to 110.0 %

of label claim). / Ot 9,0 mr mo 11,0 mr
{C21H25sCIN2 O3 2HCI (uetupusuna

Remarks : The Product confirms to ND/

ITpumeuanne: Ilpoaykrt cooTBeTcTBYET TpeboBanmsaM HJL

Conclusion : APPROVED /
3akaouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroroeneHo: IpoBepeHo: ITposepeno (AOK): | OnobpeHo: Obecneuenue kauecTsa/OTBETCTBEHHOE JIHLO:
Rama Kant Pravesh Rana Amit Kumar
¥ — e
e N
5 d o /)
Date / Date / Date / Date / x\ \L/.
Jlata: 24.04.2026 Jara: 24.04.2026 Jara: 24.04.2026 Jara: W 9

Registered Cffice: 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: L85195AP1984PLC004507
www.diteddys.com



Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formuiation 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

CEPTUOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Llerpun® Tabnerky, NOKPbITHIE MIIEHOYHOH 000s0uKoH, 10 Mr

auuensusa Ne

Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne : ¥2600839 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001879192 Date of Analysis / 25.04.2026
AHanuTHyeckHii oruer Ne JlaTa anasusa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BoACTBA T'open g0
Mfg. License No. /

MA number: /
II : MNB/05/263 JII1-Ne 456)-(PI -

POM3BOACTBEHHASA /0 Homep PY (005456)-(PT'-RU)

PL approved: / JIB yreep:aen: 15.05.2024

Analysis performed according to ND: / Ananns nposeaen no HJL: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHUYHOIi YIAaKOBKH yTBepakAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPpHUYHOH YNTaKOBKHU yTBepaaeHbl: 17.02.2025

No Test / [Toka3aTesnn Result / PesyabTaTsl

Specification / Hopma

iuruapoxnopun) B Tabnerke (ot 90,0 % no
110,0 % OoT HOMHMHANBHOrO COAEPIKAHMA).

9 Subdivision of tablets /
JleneHue TadneToK

Complies / CooTeTcTBYET

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 TpeOOBAHUIM, ECITH
He Gonee 1 eAMHUYHAs Macca OTKIIOHAETCS 3a
npenensl 85%-115% ot cpenHeit maccsl.
TabneTku He COOTBETCTBYIOT TPeOOBAHUAM,
ecinu Ooniee ueM 1 MHAUBUAYabHAs Macca
OTKIIOHSIETCS OT 3TUX NPEAENOB HIH, eciy |
MHAMBUYaJbHAsS MAcca OTKJIOHSETCS 3a

Remarks : The Product confirms to ND/
Hpumeuanue: [poaykr cootsercreyer Tpebopanuam HJIL

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
INoaroTosneHo: ITpoBepeHo: Ilpoeepero (AOK):
Rama Kant Pravesh Rana Amit Kumar

A -

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHne Kau TBa/OTBiTz’e"HOC JIULIO:

Date /
Hara: 24.04.2026

Date /
Jara: 24.04.2026

Date /
Jarta: 24.04.2026

v v
Date / A
Hara: (\\ Q.,NJ/J {

r——— nO'",)\ﬂ'LL
e

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.diteddys.com




Dr.Reddy’s ":"

Dr. Reddy's Laboratories Ltd.
Formuiation 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

CEPTHUDUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
INpoayxr: Llerpuu® Tabnerku, NOKpeITbLIE IVIEHOYHOH 0005104KOH, 10 Mr

Market / Poinox : Russia / Poccus

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

Cepnst Ne E VEousss Paszmep cepun 25.,00,000 ta6

Analytical Repourt No./ . 890001879192 Date of Analysis / 25.04.2026

AHanuTHYecKHii oTyeT No JlaTa aHanu3a

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

JlaTa npoussoacrea T'oaen po

Mfg. License No. /

)T E————— : MNB/05/263 ALA xuambes ¢ JITI-Ne(005456)-(PT-RU)
Homep PY

Jutensns Ne

Analysis performed according to ND: / Ananu3z nposenen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI YNaKOBKH yTBepxaennl: 12.11.2024
Artworks of secondary package approved: / Makerbi BTOpH4YHO#l yIaKOBKH yTBepkAeHbI: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

blister. 2 blisters and patient information
leaflet in a carton. / ITo 10 TabieTok B
[MBX/TIBAX//aniomuuueBom Gnuctepe.
[To 2 6nucTepa BMecTe C IMCTKOM-
BKJIA/IbILIEM YITAKOBAHBI B MTAYKY
KapTOHHYIO.

Ne Test / [lokazaTennb Result / PesynbTaTsl Specification / Hopma
npenenst 75%-125% ot cpeaneii Macchl.
10  |Package/ Onucanue ynaxosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2

or 3 blisters and patient information leaflet in
a carton. / ITo 10 tabGnetok B
[MBX/ITBJIX//antomutesom Giucrepe. IMo 2
1K 3 GucTepa BMECTE C JIMCTKOM-
BKJIA/ILILIEM YITAKOBAHBI B MAYKY KAPTOHHYIO.

11 Labeling / MapkupoBka

Complies / CooTsercTeyeT

See Module 1, section 1.3.2 of registration
dossier. / B coorBeTcTBHU ¢ pazaenom 1.3.2

MOAYIA 1 PErucTpanHoOHHOro 10Che.

Ilpumeuanue: [poaykr coorBeTcTBYeT Tpebosanusm HJL

12 Storage conditions / Ycsaosus f\t temperature not higher than 25 °C / Ilpu Temnepatype He Bbite 25 °C.
XpaHeHus
13 Shelf-life (storage period) / Cpoxk 3 years. / 3 ropa.
roJiHocTH (CPOK XpaHeHus )
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akiawuenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonrotorneHo: [Tporepeno: ITposepeno (AOK): | Onobpeno: ObecneyeHue Kaqe(:'rea!OTBeT(:TBeH oe JIMLo:
Rama Kant Pravesh Rana Amit Kumar
\/\_0 \J
et /\/‘ 1&
/ —
Date / Date / Date / Date / LL“ \._J"/ g
Jlata: 24.042026 | Jlata: 24.042026 | Jlata: 24.04.2026 | Jlara: A ik et

G == b i

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

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.direddys.caom



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

. Q%
DI“. 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
CEPTU®OUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: Llerpun® TabneTkH, NOKPbITHIE NICHOYHOM 060104K0H, 10 M

Market / PeiHok : Russia / Poccus

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

Cepus Ne £ VAD00B3Y Paszmep cepuu ©25,00,000 Tab

Analytical Repovrt No./ . 890001879192 Date of Analysis / 25.04.2026

AHanuTHYeCcKHi oTueT Ne JlaTa aHasnnza

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

JlaTa npon3BoAcCTBa Topen go

Mfg. License No./ ]

TpomsBoacTBeHHAs : MNB/05/263 PSSR : JIT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according to ND: / Anaaus nposeaen no HJL: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl nepBu4HOii yNaKOBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / Makers! BTOpUYHOIi yNaKoBKH yTBepxkaeHbl: 17.02,2025
PL approved: / JIB yrBep:xkaen: 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. / [IpoBoguTcs IPOU3BOANTENEM NPH BBINyCKe MEPUOAUYECKH: [T KaskaoH 20-oH
cepuu unv He MeHee 1 pasa B ron. [Toka3zatens MoxeT ObITh He BKIIOUEH B CepTUdHKaT aHanu3a GupmbL.

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

Mpumeuanue: [Ipoaykt cooTeTcTBYET Tpebosanusm HJI 3aknouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[MoaroToBneHo: TIposepeHo: IMpoeepeno (AOK): | Onobpeno: ObecneueHue KaqESTBa/O‘rBeTCT HHOE JIKLIO:
Rama Kant Pravesh Rana Amit Kumar M u ka_/é

M@} . /\ g P,

Date / Date / Date / Date / J_/
Jlara: 24.04.2026 | Jlata: 24.04.2026 (N o Y

Iara: 24.04.2026 Hara: =)
\ LV £ — W

Registered Gffice: 8-2-337, Road No. 3, Banjara rlills, Hyderabad - 500034, Telangana, india
Tel: +21 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys com
CIN: L85195AP1984PLCO04507
www direddys.com

=



Dr.Reddy’s ":’

Dr. Reddy's Laboratories Ltd.
Formuiation 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

CEPTUDPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykr: Llerpuu® TadneTky, NOKPHITHIE MICHOYHOH 00004 KOM, 10 M

Market / Poinox : Russia / Poccus

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

Cepusn Ne * Vaelieay Pasmep cepunt 25.00,000 Tab

Analytical Repo:'t No./ . 890001879192 Date of Analysis / 25.04.2026

AunanutTHyeckuii oryer Ne JlaTa anasau3a

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

JlaTa npon3BoAcTBA I'oaen po

Mfg. License No. /

IlponseoacTBenHas : MNB/05/263 o P JITT-Ne(005456)-(PT'-RU)
: Homep PY

aunensus Ne

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Anann3 nposeaen mo H/I: JI1-No(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl nepBu4HOii yNnaKkoBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YIAKOBKH yTBepKAeHbl: 17.02.2025

API name / HaumenosBanne ADC:

Cetirizine dihydrochloride / Lletupuzuna auruapoxaopuz

INN / MHH:

Cetirizine / Lletupnzun

API manufacturer batch number /
Homep cepun npoussoautens APC:

BT00-26011

FP Manufacturer API Batch number /
Homep cepun cyberanunn npoussoaurens [JID:

FETA00163

API Manufactured by, address & country /
Mpoussoaurenr APC, agpec i cTpana:

Glochem Industries Private Limited,
Survey No. 174 to 176, LD.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'nmoxem Unpacrpuec [paiieut Jlnmuren,
VYuactkn Ne 174-176, . J1.A., Bonnapam, Canrapenau
Juctpukr - 502 325, XainapaGan, wrat Tenanrana, Muaus

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

HaunmenoBanue, aapec, JHUEH3HA AIs
ITponssoacTeennan nuomaaxa / Ilnomaaka KoHTpoas
Kauectsa / [lomaaxa spinycka

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

1-p Penau'c Jlabopartopuc Jltx.,
[IpouzBoacTBeHHOEe noapazaeneHue-6, Bunn. Kxons, Hanarapx
Poyn, Bannu, Juctpukt Conaun, X.I1., 173205, Unpus
(JInuensua 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 /

Ipumeuanne: [Mpoaykr coorsercreyet Tpebosanusm HJL 3axaiouenne: OJIOGPEHO

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

[Monroronexo: IMposepeno: Tposepeno (AOK): | Onobpeno: OGecneveHue K%CCTBB/OTB&T TBEHHOE JTULIO:

Rama Kant Pravesh Rana Amit Kumar Ul \N‘é

Qs .
- /\ - ]

Date / Date / Date / Date / )(_J L’f

Jara: 24.04.2026 Jlara: 24.04.2026 | Hdata: 24.04.2026 [ara: Q 2 L AEY %
Vs

o

oot

Registered Cffice: 8-2-337, Road No. 3, Banjara tills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 23900, Fax: +91 40 4500 2999, Emezil: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.diteddys.com



Dr. Reddy's Laboratories |.td.

[ 1] L L
) ) Formuiation Unit-6
Dr. Reddy S ‘.. Vill. Khol, Nalagarh Road, Badd;,
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
Mpoaykr: Llerpun® tabsieTk, MOKPBITEIE MIEHOYHOM 060104K0#, 10 Mr

Market / PoiHok : Russia / Poccust

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

Cepus Ne P M2n00Ee0 Pa3smep cepun © 25,00,000 Tab

Analytical Repovrt No./ . 890001879192 Date of Analysis / . 25.04.2026

AHanuTHYecKHii oTueT No JlaTa ananu3za

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

JlaTa npou3BoacTBa Togen no

Mfg. License No. / .

[Tponsmonemmemas : MNB/05/263 M Amumbers/ JITI-No(005456)-(PT-RU)
Homep PY

JHneH3ns Ne

Analysis performed according to ND: / Anaau3s nposegen no HJI: JITI-Ne(005456)-(PI'-RU)-150524

Artworks of primary package approved: / MakeTs! mepBH4YHOIi yniaKoBKH yTBepaxaenbl: 12.11.2024

Artworks of secondary package approved: / MakeTb!l BTOPH4YHOH yIaKOBKH YTBepakAeHbl: 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». /

3akiioueHHe 0 cOOTBeTCTBUM: «HacTOALIMM s MONTBEPXKAAIO, YTO MPUBEACHHAS BbIlle HHPOPMALMSA SBISETCS HOCTOBEPHON U
TOYHOW. DTa cepus NMPOLYKUMH MpoM3BeaeHa (BKIOYAS YnakoBky (MapKUpOBKY) M KOHTDPOJB KauecTBa) Ha BbIlIEyKa3aHHOM
NpOU3BOACTBEHHOM myowanke (IUIomankax) B OJHOM COOTBETCTBUM ¢ TpeboBaHuamu [IpaBun Hajsexarueit npou3BOACTBEHHOMU
npaktikd EBpazuiickoro skoHomuueckoro cotoza (Ne GMP/EAEU/RU/02329-2025 ot 19 centsiops 2025 r.) u TpeGoBaHHAMU
KOHTPOJIs KAYECTBA JIEKAPCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBUH CO CMELIMPUKALMAMH, COOEPKAIUMHKCS B PErHCTPAHOHHOM
JIOChe CTPaHbI-UMIOPTEpaA. 3alMCH MO NPOW3BOACTBY, YMAKOBKE M aHANN3Y MPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE
TpeGoranusaM [Ipasun Hagexalue NpoU3BOACTBEHHO NPakTHKYU EBpa3zniickoro 3KOHOMHUUECKOTO COK03a».

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

Ilpumeuanue: I[Ipoaykt cooTBeTcTBYET Tpebosanuam HIT 3axaoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
INoaroroseHo: IpoepeHo: IMpoeepeHo (AOK): | Omobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE JIMLIO:

Rama Kant Pravesh Rana Amit Kumar Q '8 L)\/O
‘jﬁv NI
%" \ o
Date / Date / Date / Date /
Jara: 24.04.2026 Jara: 24.04.2026 Hata: 24.04.2026 Hara: @/L)./L—)/» \ Lp 2/L

Registered Gffice: 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: L85195AP1984PLCO04507
www. direddys com





