Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Tpoaykr: Lerpun® Tabnetku, NOKPbITHIE ICHOUHOH 0b0s0uKoii, 10 Mr

Market / Poinok

: Russia / Poceus

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

Cepus Ne ¥ N260EE Pasmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 800001870849 Date of Analysis / 13.03.2026

AHanuTHYecKknii oTyeT Ne Jata ananuza

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npoH3BoACTBA TI'open o

Mfg. License No. / .

IpoussoacTBenuasn : MNB/05/263 I JITT-Ne(005456)-(PT-RU)
Homep PY

JuueHzus Ne

Analysis performed according ND: / Ananus nposeaen no H/: JIII-Ne(005456)-(PI-RU)-150524
Labeling and artworks approved: / MapkupoBka # MaKeTbl YTBepskAeHbl: 12.11.2024

Ne

Test / IloxkazaTean

Result / PesyabTaTsi

Specification / Hopma

1

Description / Onucaune

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrnble AOBOAKOBBIMYyKJbiC TabneTkw,
MOKPBITEIE  IUIEHOYHOH  00O0/IOUKOM
Genoro uBera, ¢ pHCKOM Ha OQHOH
cropone. Ha momepeuHom paspese —
aapo 6enoro LBeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/' Kpyrasle JBOSKOBBINYK/ble TabNeTKH,
MOKpBITEIE TIEHO4YHON o6osnoukoit Genoro
WM NoYTH 0eJIoTo LBETa, C PUCKOM HAa OAHOM
cropoHe. Ha nonepeuHoMm paspese saapo oT
6enoro 1o nouTH 6e10ro LBETA.

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykt coorercTByeT Tpeboranusim HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
IloprororieHo:
Yogesh Chauhan

Checked by /

[Tpoeepero: Rama Kant

W

Checked by (AQA) /
[Tposepeno (AOK): Ajay
Kumar Srivastva

Approved by: Quality Assurance/Authorized
person / Opo6peno: ObecneueHue
KkauecTBa/OTBETCTBEHHOE JIULIO:

&

Jlara: 13.03.2026

Date /
Jlarta: 13.03.2026

_Q\)(
Date /

JlaTa: 13.03.2026

Date /
JlarTa:

[C03-%624

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: L85125AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":’.

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

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Mpoaykr: Llerpuu® TabnaeTky, NOKpHITHIE MIEHOYHOH o6onoukoi, 10 mr

Market / Poivok

: Russia / Poceus

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

Cepusi Ne 3 V2600522 Pasmep cepun 25,00,000 Tab

Analytical RepO}'t No./ . 800001870849 Date of Analysis / 13.03.2026

AHanuTHYecKHii oTyeT No JlaTa aHanu3a

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BoacTBa TI'ogen go

Mfg. License No. /

TIpou3BOACTBEHHAS : MNB/05/263 AL umbes ¢ JITT-Ne(005456)-(PT-RU)
Homep PY

JuueH3usa Ne

Analysis performed according ND: / Ananus nposeaen no HJ/I: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka i MakeTbl yTBepakaenbl: 12.11.2024

Ne Test / Iloka3zaTteanb

Result / PesynbTaTsl

Sﬁéiﬁcaﬁon / Hopma

2 Identification /
NaenTnduxauns

HPLC / B3XX

The retention time of the main peak in the
chromatogram of test solution comply,
with the retention time of the main peak
in the chromatogram of Cetirizine

The retention time of the main peak in the
chromatogram of test solution should complyl
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride;

Hydrochloride reference standardreference standard solution (section "Assay").
isolution. / BpeMsi ynep>KHBaHHS OCHOBHOIO THKa Ha
BpeMst yaep)KHBaHKs OCHOBHOIO MTMKA HAXPOMAaTOrPaMMe  HCIMBITYEMOrO  PacTBOpa
XpOMATOrpamMMe HCIIBITYEMOro pacTBOPaLO/IKHO COOTBETCTBOBATH BpEMEHH
COOTBETCTBYET BPEMEHH YAEPKHUBAHUSYAEPKHUBAHUS OCHOBHOTO nuKa Ha
OCHOBHOTO MUKa HA XPOMATOrpaMMEXpoMaTorpaMMe — CTaHZapTHOTO  pacTsopa
CTaHIapTHOTO pacTBOpa  LIETHPU3WHALCTUPH3UHA TUAPOXJOpULA (paznen
FUIPOXJIOpUIA. «KonuuecTBeHHOE OTIpeneIeHUEY).

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

[Ipumeuanue: IIponykt coorBercTByeT TpeGoBaHuaM HJJ 3axmoyenne: OJJOBPEHO

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

[MonrorosneHo: ITposepeno: Rama Kant||[Mposepero (AOK): Ajay ||person / OnobpeHo: O6ecneueHue

Yogesh Cha)fan 3‘_ Kumar Srivastva kauecTea/OTBETCTBEHHOE JIHLIO:

7 / ==
Date / Date / Date / Date / JC1-2624
Jlata: 13.03.2026 Jlara: 13.03.2026 ;_[M: 13.03.2026 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: L85125AP1984PLC0O04507
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 38166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykT: IleTpuH® TabaeTku, NOKPLITHIE MACHOYHOH 000104KO0#H, 10 Mr

Market / PoiHok

: Russia / Poccus

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

Cepus Ne # S Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001870849 Date of Analysis / 13.03.2026

AHanuTu4deckuii oTdeT Ne JlaTa aHaamnsa

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BoacTBA I'onen no 7

Mfg. License No. / .

IMponasopcraensan : MNB/05/263 e JITI-Ne(005456)-(PT-RU)
Howmep PY

auuensust Ne

Analysis performed according ND: / Ananus nposeaen nmo HJIL: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka u MaKeTsl yTBepaaeHbl: 12.11.2024

Ne Test / [lokazaTenn

Result / PesynbTaTh!

Specification / Hopma

UV- spectrophotometry /
Y®- cnekrpodoTomerpus

Complies / CooTBeTcTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standardi
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 ®-crekTpsl NOTIOUIEHH HCTILITYEMOTQ]
pacTBOpa M CTaHIapTHOrO  pPAacTBOP |
LETHPU3MHA TuApoxopuaa B obnactu ot 200
mo 400 HM [OOKHBI HMMETh MaKCHMYMBI
MOrJIOIEHUs TPU OJAHOM M TOM e IJIHHE
BOJIHBI C IOTYCTHUMBIM OTKJIOHEHHEM + 2 HM.

Yogesh Chaulian
p

A

3 Dissolution / PacrBopenue Not less than 80% (Q) of the labeled amount
of C21HasCIN2O;3-2HCI (cetirizine
99%; 99 %: 97 %: 94 %: 99 %: 98 %. dlhg/drochlorlde) after 30 min. / He MeHee
80 % (Q) OT HOMHHAJILHOTO CONEp>KAHUS
C21HasCIN20;3- 2HCI (uetupuszuna
aurugpoxnopun) uepes 30 MUH.

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOpoAHOCTH J03MPOBAHHBIX 42 than 15.0 / ITokazarens npuemiemoctu (AV)
eTHHUI oJ/bkeH ObiTh He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuyanue: IIpogykt coorBeTcTByeT TpeboBaHusam HJJ 3akmwouenne: OJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[MoarorosneHo: [Tposepeno: Rama Kant||[Tposepeno (AOK): Ajay [|person / Ono6peno: Obecneuenve

Kumar Srivastva

|

/

KauecTBa/OTBETCTBEHHOE JIUIO:

Date /
Hara: 13.03.2026

Date /
Hara: 13.03.2026

Date /
Jlara: 13.03.2026

Date /
Jlara:

18r09-962¢

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.comi

CIN: L85125AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q‘:’.

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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LletpnH® Tabnerky, MOKPHITHIE MIIEHO4HOH 06010ukoi, 10 mr

Market / Poinok : Russia / Poccus

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

Cepust Ne ¢ ¥2600522 Pazmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001870849 Date of Analysis / 13.03.2026

AnanuTHyeckuii oTyeT Ne Jara anann3za

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BoAcTBa I'ogen no

Mfg. License No. / .

IIpou3BoACTBEHHAS : MNB/05/263 po s MU JITI-Ne(005456)-(PT-RU)
Homep PY

Junensus Ne

Analysis performed according ND: / Anasau3s nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKka u MaKeThbl yTBepakaeHnnl: 12.11.2024

5
Impurity A /
[Tpumecs A
Impurity B/
ITpumecs B

Impurity C/
[Tpumecs C

Impurity D /
[Mpumecs D

Impurity E /
Ipumecs E

Impurity F /
IMpumecs F

Impurities / [Ipumecn

Below LOD (LOD =0.005 %) / Huxe
npenena obnapyxenns (ITO = 0,005 %)

0.04 %

Below LOD (LOD = 0.006 %) / Hixe
npenena obuapyxeHus (ITO = 0,006 %)

Below LOQ (LOQ = 0.003 %) / Hike
anIlC.’la KONMHYECTBCHHOI'O onpenenemm
(TTKO = 0,003 %)

Below LOQ (LOQ = 0.023 %) / Hixe
npe;lena KONMMYECTBECHHOIr O ONpEACNEHHUS
(TTKO = 0,023 %)

Below LOQ (LOQ = 0.041 %) / Huxe
npenena KOJIMYECTBEHHOTI'O onpe}leneHm{
(TIKO = 0,041 %)

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

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

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

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

Not more than 2.0% /

He 6onee 2,0%

Remarks : The Product confirms to ND/
IIpumevanue: [Tpoaykr coorsercreyet TpeboBanuam HJ|

Conclusion : APPROVED /
3akmoyenue: OJIOBPEHO

Checked by /
[Tposepeno: Rama Kant

b

Prepared by /
[ToaroTtosneHo:
Yogesh Chayjan

Checked by (AQA) /
[Tposepeno (AOK): Ajay

Kumar Srivastva

ML

Approved by: Quality Assurance/Authorized
person / Ogobpeno: ObecneyeHne

kauecTBa/OTBETCTBCHHOE JIMIO:

i
Date /

Date / Date /

Date /
JlaTa:

Jara: 13.03.2026

Jlara: 13.03.2026 Jara: 13.03.2026

156%20%¢

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoayxkr: Llerpuu® TabieTKH, NOKPHIThIE MWICHOYHON 060n04koii, 10 Mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne & V2600522 Pazmep cepum 25,00,000 Tab

Analytical Repovrt No./ . 890001870849 Date of Analysis / 13.03.2026

AHaquTHYeCKHI oTueT Ne JlaTa aHasin3a

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npon3BoacTBa T'onen o

Mfg. License No. /

HpoussoncTaennas : MNB/05/263 LA e JI-No(005456)-(PT-RU)
Homep PY

anueH3usi Ne

Analysis performed according ND: / Auanus nposeaen mo H/I: JITT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka i MakeThl yTBepakaenbi: 12.11.2024

Any individual unidentified
impurity / JIro6ast eqMHHYHAs
HeMACHTH(HLIMPOBAHHASA IIPUMEChH

Total impurities /
Cymma npumeceit

Below BDL (BDL= 0.05 %) / Huxe

Mopora perucTpaLyu
(TTP =0.05%)

0.0395 %

Remarks : The P_roduct confirms to ND/

Mpumeuanne: [Npoaykr coorsercreyer TpeboBanusm HJT

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

b

Prepared by / Checked by /
IMoaroroeneno: ITpoeepeno: Rama Kant
Yogesh Chau}ﬁﬁ]

Checked by (AQA) /
[Tposepeno (AOK): Ajay
Kumar Srivastva

—Qn/\,,

Approved by: Quality Assurance/Authorized
person / Ogobpeno: ObecneueHue
kauecTsa/OTBETCTBEHHOE JHLO: )

Date /

Jlata: 13.03.2026

Date /
Jlara: 13.03.2026

Date /
Jlara: 13.03.2026

Date /
Jlara:

1€ 2024

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: L85125AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ‘,‘o

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

ITpopyxT: LeTpun® TabneTkH, MOKpLITHIE MIeHOYHOH o6004KoH, 10 Mr

aAnuensns Ne

Market / PoiHok : Russia / Poccus

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

Cepusi Ne ¥ V2600523 Pazmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001870849 Date of Analysis / 13.03.2026
AnajguTHyecknii oTyer Ne JlaTa aHanu3a

Date of Manufacture / . 03/2026 Date of Expiry / 02/2029

JlaTa npou3BoACTBA T'ogen go

Mfg. License No. / .

Ilpou3BoACTBEHHAS : MNB/05/263 e JITT-Ne(005456)-(PT-RU)

Homep PY

Analysis performed according ND: / Anaan3s nposegen no H/L: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / Mapkuposka u makeTbl yTBepaaenst: 12.11.2024

Ne Test / ITokazaTesb Result / PesyabTaThl

Specification / Hopma

6 Water content /

Not more than 8.0% /

10.01 mg /10,01 mr
100.1 %

0
Coaep:xaHue BOabI 2% He 6onee 8,0 %
7 Microbiological purity* /
Muxpoénonoruieckasi
yucrora*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
Ob1ee 4UCII0 aspoOHBIX He 6onee 1000 KOE/r
MUKPOOPTraHH3MOB
NA
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / Ob1ee ynco He 6onee 100 KOE/r
IMPO>KKEBBIX U MIECHEBBIX FPHOOB NA
c) E. coli Shall be absent in 1g / OtcyrcrBue B 1 r
8 Assay / KosninuecTBeHHOe Not less than 9.0 mg and not more than
ornpeaeeHne 11.0 mg C>HasCIN2O3-2HCI (cetirizine

dihydrochloride) in tablet (between 90,0 %
and 110,0 % of label claim). / Ot 9,0 Mr g0
11,0 mr C»H25CIN2O3-2HCI (uerupusiza
muruapoxnopun) B tabnerke (ot 90,0 % no
110,0 % oT HOMMHANBEHOTO COAEPKAHUS).

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr cooreercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
Jaxmoyenue: OJOBPEHO

Prepared by / Checked by /
[ToarororneHo:

Yogesh Chauhan

71 WY

Checked by (AQA) /
I[Tposepeno: Rama Kant||[Tposepeno (AOK): Ajay
Kumar Srivastva

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecrieuenue
kauecTBa/OTBETCTBEHHOE JIULIO:

Date /

Jlara: 13.03.2026

Date /
Jlara: 13.03.2026

Date /

Hara: 13.03.2026

Date /
Jlata:

1602604

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: L85125AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":‘.

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

Vill. Khol, Nalagarh Read, 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

IIpoaykr: LleTpuH® TabNeTKH, MOKPBITHIE TIICHOYHOH 060s0uKo#, 10 Mr

Market / PoiHok : Russia / Poccus

aunensusa Ne

Batch No. / - Batch Quantity / 25,00,000 tab /
Cepus No 5 V2600522 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001870849 Date of Analysis / 13.03.2026
AHanuTHYEeCKHi oTyeT No JlaTa ananu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTta nponsBoacTBa I'ogen g0
Mfg. License No. /
MA number: /
IIpousBoAcTBEHHAS : MNB/05/263 Homep By JITI-Ne(005456)-(PT-RU)

Analysis performed according ND: / Ananus nposeaen no HJ: JIIT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka u MaKeThbl yTBepaenbl: 12.11.2024

Ne Test / IloxazaTesnn Result / PesynbTaThbi

-Speciﬁcation / Hopma

9 Subdivision of tablets /
Jlenenue TabJieTok

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. /
TabneTku COOTBETCTBYIOT TpeOOBAHMAM, €CIU
He Gosiee 1 equHUUYHAS Macca OTKIIOHSAETCS 3a
npeneisl 85%-115% ot cpenHeli Macchl.
TabneTku He COOTBETCTBYIOT TpeOGOBAHUSM,
ecnu Gonee ueM 1 MHOMBHAYanbHAas Macca
OTKJIOHSIETCS OT ITHUX MPENeNIOB WITH, eciu 1
MHAWBUIYyaIbHas Macca OTKJIOHAETCS 3a
npenensl 75%-125% ot cpennedi maccbl. |

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykt coorercTByeT Tpeboranuam HJJ

Conclusion : APPROVED /
3aknwouenne: OJJOGPEHO

Yogesh Chauhan”

W

Prepared by / Checked by / Checked by (AQA) /
IToaroTtosneHo: ITpoeepeno: Rama Kant||[Tposepeno (AOK): Ajay
Kumar Srivastva

,QY)/

Approved by: Quality Assurance/Authorized
person / Ogobpeno: Obecneyenue
kauecTBa/OTBETCTBEHHOE JIMLIO:

#

//4
Date /

Jara: 13.03.2026

Date /
Jara: 13.03.2026

Date /

Jara: 13.03.2026

Date /
JlaTa;

’(r b@f%%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com




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

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

Dr.Reddy’s ‘,’.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Lletpun® TabneTku, nOKpwITHIE MIIEHOYHOH 060/104KO#H, 10 Mr

Market / Proinox : Russia / Poccust

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

Cepus Ne £ V280523 Pasmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001870849 Date of Analysis / 13.03.2026

AHaauTH4ecKHil oTyeT No JlaTa ananu3za

Date of Manufacture / . 032026 Date of Expiry / 02/2029

JaTa npou3BoacTBa Togen g0

Mfg. License No. / .

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

auneHsus Ne

Analysis performed according ND: / Anaau3 nposeaen no H/: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKka 1 MakeThl yTBepaxaenni: 12,11.2024

Specification / Hopma

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
a carton. /

Result / PesyabTaThl

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok B

[ Test / IlokazaTean
Package / YnakoBka

Ne
10

[IBX/TI[IBX//anmoMuH1eBOM Giuctepe.
[To 3 6nucrepa BMECTE C NUCTKOM-
BK/1a/bIIEM YTAKOBaHb! B Ma4Ky
KapTOHHYIO.

[To 10 Tabnerok B
[IBX/TIIBX//antomunueBom Grucrepe. Io 2
MY 3 GMcTepa BMECTE C JIMCTKOM-
BK/Ia[bILIIEM YNAKOBAHEI B NaYKy KAPTOHHYIO.

* 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. / [IpoBonutcs mpoU3BOANTENEM TIPH BBIIYCKE NMEPHOIMUECKH: IUTA KaXkaoi 20-oi

cepHu WM He Menee 1 pasa B ron. Ilokasarens MoxeT 6bITb He BKoYeH B CepruhHkaT aHain3a Gupmsl.

API name / Haumenosanune ADC:

Cetirizine dihydrochloride / LleTpusnHa auruapoxaopuu

INN / MHH:

Cetirizine / LleTupusun

Homep cepuu cy6eranuun npoussogutens LJID:

API manufacturer batch number / BT00-25060
Homep cepun npoussoauteis A®C:
FP Manufacturer API Batch number / FETA00078

API Manufactured by & country /
[Ipounssoantenn ADC, crpana:

Glochem Industries Private Limited, India /
I'noxem Mupactpuec Ipaiiut Jlumuren, Unaus

Name, address, authorization No for FP

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

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

IIpnmeyanue: Ilponykr coorreTcTByeT TpeboBaHuaM HJI 3akaouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToaroroeneHo: ITposepeno: Rama Kant||[Tposepeno (AOK): Ajay ||person / OpoGpeno: O6ecnieueHue

Yogesh Chayhah Kumar Srivastva kauecTea/OTBETCTBEHHOE JIULIO:

Datc/ Date/ Date / Date /

Jara: 13.03.2026 Jlara: 13.03.2026 Hara: 13.03.2026 Jlara: /ffrb’grld’)«(

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: L851S5AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

Do ; .
Formulation Unit-6
9 [ ]
Dr. Reddy S ‘ 0. Vill. Khol, Nalagarh Read, Baddi,
) Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTpnH® TabneTky, MOKPHIThIE NJIEHOYHOM 060s104K0H, 10 M
Market / Poinox : Russia / Poccust
Batch No. / . Batch Quantity / . 25,00,000 tab/
Cepus N ¥ ¥3ull5ed Paimep cepun ' 25,00,000 Tab
Analytical Repourt No./ . 890001870849 Date of Analysis / 13.03.2026
AHaJauTH4YecKuii oTueT No JlaTa ananusa
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2029
JlaTta npon3BoACTBA Tonen o
Mfg. License No. / .
MpoussoncTaennas . MNB/05/263 LA number: ¢ : JITI-Ne(005456)-(PT-RU)
Homep PY
anuen3ns No
Analysis performed according ND: / Asanu3s nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa u MaKeThbl yTBep:kaennl: 12.11.2024

manufacturing site / Control site / Release site / Distt. Solan (HP) 173205, India (license No MNB/05/263).
HaumenoBanue, agpec, JINUEH3US JJis1 / TlpousBoacTBeHHOE Nofpasaenenue-6, Bunn. Kxos,
IIpousBoacTtBennas miaowmanka / Inomanaka Hanarapx Poyn, bannu, {ucrpukr Conan, X.I1., 173205,
KOHTpoJis kavecTBa / Ilyomagka Bplnycka Wnnnsa (JInnensus Ne MNB/05/263).

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
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 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».

3aknoueHune o cooTBeTcTBUM: «HACTOAMM st TOATBEPX a0, YTO MPHUBeNeHHAas Bobilue UHOOPMALMS ABJISETCA TOCTOBEPHON M
TOYHOM. DTa cepHs NPOAYKLMH MPOU3BeAeHa (BKIIOYAs YIAkOBKY (MapKMpOBKY) M KOHTPOJIb KauecTBa) Ha BhILICYKa3aHHOM
NpOU3BOACTBEHHOM MUIoMmaaKe (IIOIaAKax) B MOJHOM COOTBETCTBUU ¢ TpeboeaHusMu [IpaBun Hapiexareil Npon3BoACTBEHHOM
npakTuku EBpazuiickoro 3KOHOMHYECKOTO COr03a M TPeOGOBAHMAMH KOHTPONs KayeCTBa JISKAPCTBEHHBIX CPEACTB, a TAKKE B
COOTBETCTBHMH CO crielU(HKalUsIMH, COAEPIKALMMUC B PETUCTPALIMOHHOM JOCLE CTPAHBI-UMIIOPTEpa. 3aIMCH 110 MPOU3BOACTBY,
YIaKOBKE W aHalu3y [IPOBEpPEHbl, U YCTAHOBRJIEHO MX COOTBETCTBHE TpeGoBaHuAM [IpaBus Haanexallell npou3BOACTBEHHOM
npakTHKK EBpa3zHiickoro 3KOHOMHYECKOTO COH3ax.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilpoaykr coorsercTByeT TpeboBanmsam HJL 3akaouedne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
ITonroTosneHo: [Ipoepeno: Rama Kant||[Ipoeepeno (AOK): Ajay |[person / Onobpeno: Obecneuenne
Yogesh Chauhan \)’d, Kumar Srivastva kauecTBa/OTBETCTBEHHOE JIMLO:

” &

W~ ol 7

Date / . Date / Date / Date / G2
Jlata: 13.03.2026 Jara: 13.03.2026 ] \Jara: 13.03.2026 Jlara: 1€r63-202¢
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