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

CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lietpun® Tabnerku, NOKpbIThE MIeHOYHOH 06os10ukoit, 10 Mr

Market / PoiHok : Russia/ Poccus

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

Cepusa Ne # VIG01HA Pa3mep cepiin 25,00,000 Tab6

Analytical Repourt No./ . 890001890027 Date of Analysis / 25.06.2026

AHANNTHYECKHIT oTYeT No JlaTa ananansa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

Jlata npou3BoacTBA Iosen no

Mfg. License No. / .

T ——— : MNB/05/263 —— JI-Ne(005456)-(PT-RU)
Homep PY

JuneHzusi Ne

Analysis performed according to ND: / Anaau3s nposegen o HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHOH yNaKoBKH YTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUUYHOI YyNaKOBKH yTBepkaeHbl: 17.02.2025
PL approved: / JIB yreep:aen: 15.05.2024

Ne Test / [loka3zaTesnb

Result / PesyabraThl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyribie IBOSKOBBITYKAbIE TabJIETKH,
NOKPLITBIE  IUIGHOYHOH  060/10uKOM
Oenoro uBera, ¢ PUCKOW Ha OOHOM
cropoHe. Ha monepeyHom paspese —
_|aapo 6enoro upera.

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.
/ Kpyrnbie [ABOSKOBBIMYKiIbie TabJeTKH,
MOKPBITEIE [IEHOYHOH o6onoukoi Georo
WK OYTH GeNoro LBeTa, ¢ PUCKOM Ha OJHOMN
cropoHe. Ha nonepeuHoM paspese sapo OT
Genoro A0 moyrH GEI0ro LBeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykr coorsercreyet Tpedosanmsm HJL 3axawyenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToaroTosseHo: IIpoeepeHo: IMposepeno (AOK): Amit | Onobpero: Oﬁecneqer‘('ue kauecTsa/OTBETCTBEHHOE
Vishal Sharma Pravesh Rana Kumar MU0 Lm WM
G

-~ Vs - o
Date / Date / Date / Date / T ek !LQ
Jlara: 25.06.2026 Jata: 25.06.2026 Jlara: 25.06.2026 Jara: AQ,/ ’Iﬁ

L T ST

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 ‘fo’

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

CEPTUPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: LleTpuH® TabaeTKH, MOKPHIThIE MIEHOUHOH o6osoukoif, 10 Mr

JauueH3us Ne

Market / PoiHok : Russia/ Poccus

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

Cepus Ne i V2601313 Pasmep cepun © 25,00,000 Ta6
Analytical Repovrt No./ . 890001890027 Date of Analysis / 25.06.2026
AHaguTHYecKuii oTyeT Ne JaTta aHanau3za

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa mpousBoacTBa T'ogen a0 o

Mfg. License No. / .

Ipon3BoACTBeHHAS : MNB/05/263 M aumber: 4 JITT-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yrBepxmen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeThbl NepBH4HOH YNaKOBKH yTBepaaenbl: 12.11,2024
Artworks of secondary package approved: / MakeTbl BTOPM4HOIl yNaKoBKH yTBepkaenbl: 17.02.2025

Cetirizine Hydrochloride reference ‘ !
standard solution. / Bpems yepuBaHus reference standard solution (section "Assay").
OCHOBHOIO TIHKA Ha XpOMaTOrpamMMme
HCIILITYEMOTO PacTBOPA COOTBETCTBYeT |BPEMS YACPXKHBAHHS OCHOBHOIO MK Ha
BPEMEHH YAEPHHUBAHNS OCHOBHOTO MHKa
Ha XpOMaTOrpamMMe CTaHIapTHOTO
pacTBopa LETHPHU3MHA THAPOXIOPHIA.

Ne |Test / Iokazarennb Result / PesyabTaTsl Specification / Hopma
2 [dentification / The retention time of the main peak in o ] )
Upentudukanus the chromatogram of test solution The retention time of the main peak in the
complies with the retention time of the (chromatogram of test solution should comply
HPLC / BOXKX main peak in the chromatogram of with the retention time of the main peak in the

chromatogram of Cetirizine Hydrochloride

XpoMaTorpaMMme UCIIBITYEMOro pacTeopa
TOJI’KHO COOTBETCTBOBATH BPpEMEHH
lyAep>KHBaHUs OCHOBHOIO MHKa Ha
XpoMaToTrpaMMe CTaHIAapTHOTO pacTBOpa
LieTHpHU3MHA THAPOXJIOpHAa (pa3aen
«KonuuecTBEHHOE ONPENEeNCHUEY).

Remarks : The Product confirms to ND/

IIpumeuanue: Iponyxt cooTreTcTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3akawuenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[NogrorosneHo: IpoeepeHo: [Mpoeepeno (AOK): Amit | Onod : 06ecnel{euuevxal{eCTBa/OTBeTCTBeHﬂoe
Vishal Sharma Pravesh Rana ,/ | Kumar mmg‘:;%.\ m ‘CM1M

/\) 4 o B

/ . =i

Ji_/ e | Oy

Date / Date / Date / Date / ( YZ/\VQ/OJO
Hara: 25.06.2026 Hara: 25.06.2026 | Hara: 25.06.2026 Hata: /)/ A m’]}’

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Byderabad - 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 Laboratories Ltd.

e
) o@® Formulation Unit-6
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
CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Llerpuu® tabneTku, NOKPLITHIE MIEHOUHOI 060s10uKo#, 10 Mr

Market / Poinok : Russia / Poccust

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

Cepusi Ne T ¥200L314 Pasmep cepun ©25,00,000 Tab

Analytical Repourt No./ . 890001890027 Date of Analysis / 25.06.2026

AHATHTHYECCKHIT oTUeT No JlaTa aHaaM3a

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTta npousBoacTBa I'onen g0

Mfg. License No. /

IIpoussoacTBeHHAas : MNB/05/263 ML spiberg | JII1-Ne(005456)-(PT"-RU)
Homep PY

JuueH3us Ne

Analysis performed according to ND: / Anaans nposeaen no HJ/I: JIIT-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / Makers! nepBu4HOIi YIaKOBKH yTBepxkaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOH yNaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yrBep#aen: 15.05.2024

Ne Test / IlokazaTennb Result / PesynabraTsi Specification / Hopma

he 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®-cnexTpsl NOrJIOWEHHs
MCITLITYEMOI'0 PacTBOpa M CTaHAAPTHOTO
pacTBOpa LETHPUIHHA THAPOXJIOPUAA B
obnacty ot 200 1o 400 HM ZOMKHBI UMETh
MAaKCHMYMbI TIOTJIOLIEHUS MPH ONHOMN U TOU
JKe JUTUHE BOJIHBI C IOy CTHMBIM
OTKIOHEHHEM £ 2 HM.
3 Dissolution / PacTeopenue Not less than 80% (Q) of the labeled amount
of CaiHasCIN2O3-2HCI (cetirizine
97 %; 95 %; 94 %; 97 %; 95 %; dihydrochloride) after 30 min. / He menee

95 % 80 % (Q) oT HOMHHAJIBHOTO COAEPXKAHUS

C21HasCIN2O3- 2HCI (uetupuzuna
JIMrHapoxsopua) uepes 30 MHH.

UV- spectrophotometry /
V@- cnektpodoromerpus Complies / CooTBeTCTBYET

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

Mpumeuanne: [Nponykr coorsercreyet Tpebosannam HJI 3akmouenne: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
INoaroroBneHo: IIposepeHo: [posepeno (AOK): Amit | Ono6perno: ObecneueHue kayecTBa/OTBETCTBEHHOE

Vishal Sharma Pravesh Rana Kumar JHLO: ) SN
@m \Cons

L i /\/( 2010 b

Date / Date / Date / Date / ( \'Z/V-:)/b b
Hara: 25.06.2026 Jara: 25.06.2026 | Jlara: 25.06.2026 Hara: np
rd

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

CEPTUOPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: LleTpuH® TabaeTKH, MOKPLITHIE MNEHOYHOH 06onoukoi, 10 Mr

Market / Peinok : Russia / Poceust

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

Cepus Ne ? VAoDMEL Pa3smep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001890027 Date of Analysis / 25.06.2026

AHanuTU4eckui oTyeT Ne HJarta ananunza

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTta npousBoacTBa TI'open no

Mfg. License No. /

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

JunneH3us No

PL approved: / JIB yrBep:kaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposegen o H/I;: JIIT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH1HOH yNnaKoBKHU yTBepaaennr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpu4HOii ymakoBku yTBepxkaeHnbt: 17.02.2025

Vishal Sharma

Q!

Pravesh Rana

Kumar

o

C e

Ne | Test/IHokasaTesnn Result / PeyabTaTh! Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTH J03UPOBAHHBIX 49 than 15.0 / [lokazarens npuemnemoct (AV)
eAHHM L \mMoJKeH ObITE He Oosee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IpoaykT cooTBeTcTBYET TpeGoBaHuaM HJ1 3axsmoyenne: OJOSPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarorosnexo: ITpoeepeHo: Iposepeno (AOK): Amit | Ongobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE

mmn@c_,' 1o \covtima

Date /
Jara: 25.06.2026

Date /
Jara: 25.06.2026

Date /
JlaTa: 25.06.2026

Date / {
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: 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 AHAJI3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykr: Lletpun® TabnerkH, nokpeIThe MIeHOYHOH 00onoukoi, 10 mr

Market / Poisox : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepua Ne ¢ WAGIE1S Paszmep cepun 25,00,000 Tab
Analytical Repo:‘t No./ . 890001890027 Date of Analysis / 25.06.2026
AHaJNHTHYeCKHIi oTueT Ne JaTa ananusa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTta npou3BoOACTBA I'open go

Mfg. License No. /
IIpoussoacTBeHHAS
aunuensusa Ne

: MNB/05/263

MA number: /

Homep PY JIM-Ne(005456)-(PI'-RU)

Analysis performed according to ND: / Anann3 nposeaen no H/: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl mepBH4HOIT ynakoBKH yTBepxaeHsl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi ynakoBKH yTBepaxaenbl: 17.02.2025

PL approved: / JIB yreepaaen: 15.05.2024

S Impurities / Ilpumecu

Impurity A /
IMpumecs A

Impurity B/
IMpumecs B

Impurity C/
[Mpumecs C

Impurity D /
[Tpumecs D

Impurity E /
ITpumecs E

Impurity F /
[Mpumecs F

Below LOD (LOD =0.005 %) / Hmxe
npenena o6Hapyxenus (I10 = 0,005 %) Not more than 0.2 % / He Gosee 0,2 %

0.05%

Not detected / He o6HapyxeHa

Not detected / He o6rapysxeHa

Below LOQ (LOQ = 0.023 %) / Huxe
npezena KOJIMYECTBEHHOrO ONpe/IeeHHs

(TIKO = 0,023

Below LOD (LOD =0.015 %) / Huxe
npenena o6Hapyxenus (ITO = 0,015 %)

Not more than 0.2 % / e Gonee 0,2 %

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

%) Not more than 0.2 % / ne Gonee 0,2 %

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [poaykr coorsercrayer Tpebosanusam HJI

Conclusion : APPROVED /
3axkmouenune: OJIOGPEHO

Prepared by /
IToaroToBneHo:
Vishal Sharma

Checked by /
IIpoBepeHo:
Pravesh Rana

Checked by (AQA) /

IIposepeno (AOK): Amit

Kumar

P — /\
—
—

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE

Muo: K]%;LM \CQ/‘:!'M

Do

Date /
Jara: 25.06.2026

Date /
Jara: 25.06.2026

& i3

Date /
Jlara: 25.06.2026

Date /
Jara:

[
Lo
[ h\ /2/(’0 /@q}’

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




‘.o Dr. Reddy's Laboratories Ltd.

! °® 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
CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Npoaykr: Lerpun® Tabnetky, NOKpbITEIE IEHOUHOH 060104K0#, 10 Mr

Market / Poinox : Russia / Poccus

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

Cepust Ne F ¥ A0tians Pa3mep cepumn ©25,00,000 Ta6

Analytical Repourt No./ . 890001890027 Date of Analysis / 25.06.2026

AHanuTndeckuit oruer Ne Jara ananunza

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npousBoacrea T'oaen no

Mfg. License No. /

IIpon3BoacTBeHHAS : MNB/05/263 A nmmbers | JITI-Ne(005456)-(PI"-RU)
Homep PY

Juuensusn Ne

Analysis performed according to ND: / Ananus nposegen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl nepBHYHOI ynakoBKH yTBepskaens:: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHO# yNaKoBKH yTBepxkaensl: 17.02.2025
PL approved: / JIB yreepsaen: 15.05.2024

Any individual unidentified
impurity / JIro6as exuHu4Has 0.06 % Not more than 0.2 % /
HeuIeHTHPHLIHPOBAHHAA IPUMECD te Gonee 0,2 %

Total impurities /

Cymma npumeceit 02 % Not more than 2.0% /
He 6onee 2,0%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tpoaykr cooreTcryer Tpebosanuam HJL 3axiwuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
IToaroroenexo: IlpoBepeno: [poeepero (AOK): Amit | Onobpeno: Obecnievenue kauecTsa/OTBETCTBEHHOE
. - °

Vishal Sharma Pravesh Rana Kumar JIHLLO: @ m ka\

N
/ | /\ - /2 o LD-»
Date / Date / Date / Date / 1 \717 G 2P

Jara: 25.06.2026 Hara: 25.06.2026 Jara: 25.06.2026 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
www.drreddys.com



Dr.Reddy’s Q‘:‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IMponyxkr: Lerpun® TabneTkH, NOKPbIThHIE MICHOUHOM 0605104K0#H, 10 Mr

Market / Peinox : Russia / Poccus

Batch No. / . V2601318 Batch Quantity / 25,00,000 tab /

Cepust Ne Pa3mep cepun 25,00,000 Ta6

Analytical Repo:’t No./ . 890001890027 Date of Analysis / 25.06.2026

AHAJHTHYECKHI oTyeT No JlaTa anaausa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npoussoacTea T"ogen xo

Mfg. License No. /

IIpousBoacTBeHHAsE : MNB/05/263 g JITT-Ne(005456)-(PI'-RU)
Homep PY

auuensns Ne

PL approved: / JIB yreepaaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makers! nepBH4YHOMN ynakoBiu yrBepxaens: 12.11.2024
Artworks of secondary package approved: / Makers! BTopuuHoii ynakoBkH yrepxgenst: 17.02.2025

fN_r Test / Ilokasareib Result / PesyabTarsi Specification / Hopma
6 Water content / 3.6% INot more than 8.0% /
CoepRanne BojibI e He Gonee 8,0 %
7 Microbiological purity* /
Muxpobuonoruyeckas
ypcrora*
) Total aerobic microbial count / NA Not more than 1000 CFU/g/
Ob1ee uncno a3pobHBIX He 6onee 1000 KOE/r
MHKPOOPraHu3MOoB
b) Total combined yeasts and NA INot more than 100 CFU/g/
mould count / Obuee yucio He Gonee 100 KOE/r
JIPOAOKEBBIX M TUIECHEBBIX TPUOOB
NA Shall be absent in 1g / OtrcyrctBue B 1 r
c) E. coli
8 Assay / Konnuecrsennoe From 9.0 mg to 11.0 mg of
onpeaesienne C21H25CIN»O3- 2HCI (Cetirizine
1601 b /118’01 m Dihydrochloride) in tablet (90.0 % to 110.0 %
kil of label claim)./ Ot 9,0 Mr mo 11,0 mr
Ca1H25CIN20;- 2HCI (uetupusnna

Remarks : The Product confirms to ND/

I pumeuanne: [poaykr coorsercrayer Tpebosanunam HJI

Conclusion : APPROVED /
3axmodenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
ITonroroeneHo: ITpoBepeno: IposepeHo (AOK): Amit | OnpoGpeno: Odecneuenne kauecTea/OTBETCTBEHHOE
Vishal Sharma Pravesh Rana Kumar HLO: (r%% LOJ \C.QN\ZW\
-]
-~ r-A
= & —
f o
- 7 /72‘9 ng/’ﬁh b
Date / Date / Date / Date ‘
vV
Jlata: 25.06.2026 | Jlava: 25.06.2026 | Jlara: 25.06.2026 Jlara: ( Yo
~

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

CEPTUOPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoxykr: LleTpuH® TabyeTKH, NOKPBITHIE MIEHOYHOH 0601049KoH, 10 Mr

JUIeH3usa Ne

Market / Poinok : Russia/ Poccns
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne : SERIIALE Pasmep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001890027 Date of Analysis / 25.06.2026
AnanuTHYECKHI oTueT No JlaTa aHanu3a
Date of Manufacture / . 06/2026 Date of Expiry / 05/2020
JlaTa npou3BojcTBa T'ogen no
Mfg. License No. /
MA number: /
IponspoacTBeHHad : MNB/05/263 Howmep PY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yrBep:xkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBHYHOI YNAKOBKH yTBep:aAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4YHO# YNIaKOBKH yTBep:kaenbl: 17.02.2025

Ne Test / IlokazaTeas Result / PesyabTaTh!

Specification / Hopma

inuruapoxnopun) B rabnerke (ot 90,0 % no B
110,0 % oT HOMHHAJILHOT'O COAEPKAHMS).

0 Subdivision of tablets /
{esienue TabseTox

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. /
TabsieTk COOTBETCTBYIOT TpeOOBaHUAM, €CIIH
He 6onee | eqUHUUYHAS Macca OTKIIOHsETCs 3a
npenesnst 8§5%-115% ot cpenHeit maccel.
TaGeTku He COOTBETCTBYIOT TPeOOBAHUAM,
ecnu Gonee Yem 1 MHAKWBUAYanbHAst Macca
OTKJIOHSIETCA OT 3TUX MPEAETIOB WIH, ecnu |
MHAVMBUIYyalbHas Macca OTKJIOHSETCS 3a
npenensl 75%-125% ot cpenHeii Macchl.

10 Package / Onucanune ynakoBKH

10 tablets in PVC/PVDC//aluminum

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

Remarks : The Product confirms to ND/
Ipumeyanne: IIponykT cooTBeTcTByeT Tpeboranmam HJT

Conclusion : APPROVED /
3axniouenune; OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToAroTORNEHO: IIpoBepeHo: [posepeno (AOK): Amit | Ono6peno: Obecneyenue kauecTea/OTBETCTBEHHOE
. . -
Vishal Sharma | Pravesh Rana Kumar JIULIO: (Jé% LM \CMW\
" e ©
0
Date / Date / Date / Date / ( \ ”/‘,Lfo ’l/b
Jara: 25.06.2026 Jara: 25.06.2026 Jara: 25.06.2026 Jlara: Q/Q)
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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

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film

coated tablets, 10 mg

IMpoaykr: LletpuH® TabneTky, MNOKPHIThIE MIIEHOYHOH 060s104Koit, 10 Mr

Market / PoiHok

: Russia / Poccust

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

Cepus Ne o CARRIES Pasmep cepun *25,00,000 Tab

Analytical Report No./ . 890001890027 Date of Analysis / 25.06.2026

AHanuTHYecKHii oTyeT No Jlara aHanusa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npon3BoacTBA T'ogen no

Mfg. License No. /

IIpouM3BOACTBEHHAS : MNB/05/263 WA number; / JITI-Ne(005456)-(PT-RU)
Homep PY

JHueH3ua Ne

Analysis performed according to ND: / Ananus nposeaex no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI yNaKoBKH YTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTs! BTOpHYHOMH ynakoBKku yTeepxaenbl: 17.02.2025
PL approved: / JIB yreep:xkaen: 15.05.2024

'Ne [ Test/ Ioxasarenn Result / PesyabTaTsl

Specification / Hopma

blister. 3 blisters and patient information
ieaflet in a carton. / ITo 10 Tabnetok B
[IBX/ITIBJIX//antoMnHKHeBOM OnUcTepeE.
[To 3 GaucTepa BMECTE C IUCTKOM-
BKJIA/bIIIEM YIIAKOBAHBI B TAYKY
KapTOHHYO.

11 Labeling / MapkupoBKka Complies / CooTBeTCTRYET

or 3 blisters and patient information leaflet in
a carton. / ITo 10 TabGnetok B
[IBX/TIBJIX//anromusuesom Gnucrepe. [To 2
1K 3 GNIMCTepa BMECTE C JIMCTKOM-
BK/IaJBILICM YTIaKOBAHBI B MAYKy KapTOHHYIO.

See Module 1, section 1.3.2 of registration
dossier. / B cootBeTcTBHM C pazaeniom 1.3.2

MoayJis 1 PErUCTPaLMOHHOIO JOCKHE.

XpaHeHHus

12  |Storage conditions / YcnoBus

|At temperature not higher than 25 °C / ITpu Temneparype He Beiwe 25 °C.

13 Shelf-life (storage period) / Cpok|3 years. / 3 rona.
roAHOCTH (CPOK XpaHeHMs )

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be
absent from the Company's certificate of analysis. / IIpoBoauTCst MPOU3BOANTENEM NPH BHIITYCKE MEPUOANYECKH: A KaxkaoH 20-oi
cepHu WK He MeHee 1 pasza B roa. [Tokaszatenb MoxkeT 6bITh He BKMoueH B CepTHdUKaT aHanu3a GUpMBL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT coorBercTByeT Tpebobanusam HJI 3akaovenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
ITonroroBneHo: ITpoBepeHo: [Mpoeepero (AOK): Amit | Onobpeno: ObecneueHue kayecTsa/OTBETCTBEHHOE
) . 0
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@ Dr. Reddy's Laboratories Ltd.
? o@® 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
CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Llerpun® TabneTku, MOKpbIThIE MIeHOUHOH 06onoukoit, 10 Mr

Market / PoiHok : Russia/ Poccus

Batch No. / _ Batch Quantity / ~25,00,000 tab / -

Cepus Ne ! WENMIAAN Pasmep cepun *25,00,000 Tab

Analytical Repovrt No./ . 890001890027 Date of Analysis / 25.06.2026

AHaJuTHYeCKUIi oTyeT No JaTta ananusza

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JaTa npou3zBoaCcTBA I'open oo

Mfg. License No. /

IpousBoacTBeHHAsA : MNB/05/263 A, minthetg / : JIII-Ne(005456)-(PI'-RU)
Howmep PY

Juuen3us Ne

Analysis performed according to ND: / Ananu3s nposegen mo HJ/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBHYHOI yNaKoBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOpHYHOH ynakoBku yTeep:xaednl: 17.02.2025
PL approved: / JIB yreepakaen: 15.05.2024

API name / Haumenosanue A®C: Cetirizine dihydrochloride / LleTupu3nza IMruapoxJIopyn
INN / MHH: Cetirizine / LetHpusuu

API manufacturer batch number / BT00-26015

Howmep cepun npousoautens AQC:

FP Manufacturer API Batch number / FETA00180

Homep cepuu cyGeranuuu npounssoantens IJID:

API Manufactured by, address & country / Glochem Industries Private Limited,
IIpouseoaurtess APC, agpec u cTpaHa: Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
['noxem Nnpactpuec Ipaiisut Jlumuren,
Vuyactku Ne 174-176, U.JI.A., bonnapam, Canrapenau
Huctpukr - 502 325, Xainapaban, mrar Tenadrana, MHaus

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

site / Control site / Release site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
HaumenoBaHmne, agpec, JTHOEH3US AJA Solan (HP) 173205, India (license No MNB/05/263). /
IIponspoacTBeHHan miowagka / Ilnouaaka KoHTpoJIs H-p Pennu’c JTabopatopuc JITa.,

kavyecTsa / Ilnomwaaka spinycka IpouzBoncTeeHHOE Moapaznenenne-6, Bumn. Kxons, Hanarapx

Poyn, Bapnou, Muctpuxr Conan, X.I1., 173205, Unausa
(JTuuenzust No 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 /

IIpumeuanne: [IpogyxT coorBeTcTBYeT TpeboraHuam HJI 3axkarwuenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
TMonrotorneHo: IIposepeHo: IposepeHo (AOK): Amit | Ono6peHo: O6ecneyeHne kauecTBa/OTBETCTBEHHOE

Vishal Sharma Pravesh Rana { Kumar nuue: @ 3ol \C owiva
& /\r“"’f |
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Date/ Date / Date / Date / K \ ﬂ)/.‘.)lb' “ab
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Dr. Reddy's Laboratories Ltd.

‘.o

t/ o@ Formulation Unit-6

Dr’ Reddy S 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
MpoaykT: [eTpuH® TabneTKH, NOKPHITHIE MIIEHOYHOH 060s104KOM, 10 M

Market / PoiHok : Russia/ Poccus

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

Cepus Ne S REEETTE Pasmep cepuu * 25,00,000 Tab

Analytical Repovrt No./ . 890001890027 Date of Analysis / . 25.06.2026

AHanuTU4eckuii oTyeT Ne JlaTa aHaJiu3a

Date of Manufacture / . 06/2026 Date of Expiry / . 05/2029

JlaTa npou3BOACTBA Togen go

Mfg. License No. / .

ITpon3BoacTBeHHas! : MNB/05/263 MAgumber:/ : JITI-Ne(005456)-(PT-RU)
Howmep PY

JIHueH3ust Ne

Analysis performed according to ND: / Anasnu3 nposeaen no HJL: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4HO# yNTaKOBKH yTBepx/aenbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HOI yNnaKkoBKH yTBep:xaeHbr: 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». /

3axnioueHue o cooTBercTBUM: «HacTosum s MoaATBepXkKaalo, YTO NPHUBENCHHAs Bbille MHpOpMaLMs SBISETCA HOCTOBEPHOM U
TOYHOM. DTa cepus MPOAYKLUWH Npou3BeAeHa (BKIIFOYas yNMakoBKy (MapKMpOBKY) M KOHTDOJB KauecTBa) Ha BBIIEYKa3aHHON
NPOM3BOJCTBEHHOI Muoazke (MJIOLaAKax) B MOJIHOM COOTBETCTBUU ¢ TpeboBaHHAMH [IpaBun Hapnexalneit npousBoaCTBEHHON
npaktuku Egpasuiickoro skoHomudeckoro corosza (No GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeboBaHUAMH
KOHTPOJISl KAYECTBA JIEKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBHHU €O CrieLMUKALMAMHU, COASPHKALMMUCS B PErHCTPaLOHHOM
IOCbE CTPaHbI-UMIOPTEPA. 3aMMCH MO MPOW3BOACTBY, YMAakOBKE W aHalM3y IMPOBEPEHbl, U YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusaM [Tpasin Hauexaleil NPON3BOACTBEHHON MpakTHKH EBpazuicKoro 3kOHOMHYECKOT0 CO03ay.

| Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuyanue: [IpoaykT cooTBeTCcTBYET Tpebosanusm HJL 3axaouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
IloaroToBneHo: IlpoBepeHo: ITposepeno (AOK): Amit | Onobpeno: Obecnieuenne kauectBa/OTBETCTBEHHOE
Vishal Sharma Pravesh Rana Kumar nuuoﬁ)s L0 \MM
Y
L —
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