Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

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

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

CEPTUO®UKAT AHAJIU3IA

Product: Cetrine film coated tablets, 10 mg
IpoayxT: LeTpuu® TabneTku, NOKPHITHIE MIEHOYHOH 060104KO#H, 10 MP

Market / Poinox

: Russia / Poccus

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

Cepusn Ne £ V200019 Pa3mep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001859865 Date of Analysis / 25.01.2026

AHanuTHYecKui oTueT Ne JdaTta ananusa

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JlaTa npon3BoOACTBA T'ogen go

Mifg. License No. / .

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

JuneH3ust Ne

Analysis performed according ND: / Anann3s nposegen no H/I: JIIT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa W MaKeTbl yTBepaaeHbl: 12.11.2024

Ne Test / Ilokazarenn

Result / PesynbTaThl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrible ABOSKOBBIMYKNble TabneTKH,
NOKPBITBIE  [UIEHOYHOH  060N0uKoi
Genoro 1uBeTa, C PHUCKOH Ha OOHOH
cropode. Ha mnonepeuHom paspese —
anpo 6enoro LBera.

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 [OBOSKOBBIMYK/bIE TabJETKH,
MOKPHITBIE TUIEHOUHOH o06osoukoit Genoro
WJIM MOYTH 6eNoro upera, ¢ pUCKoil Ha OJTHOH
cropoHe. Ha momnepedyHom paspeze sAApo OT
6enoro A0 mouty OENOro 1BETA.

Remarks : The_Product confirms to ND/

Conclusion : APPROVED /
Ipumeyanne: [poaykr coorsercreyet Tpeboannsam HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToarorosneHo: Tposepeno: Pravesh [Mposepeno (AOK): Amit |[person / Onobpeno: Obecneuenne
Ashish Kumar Rana Kumar kauectBa/OTBETCTBEHHOE JIMLIO:
. N o\ ;

ﬁ&/ /\ P / e Lo
Date / Date / Date / Date / :
Jlara:25.01.2026 Jlara: 25.01.2026 Jlara: 25.01.2026 Nara: 1L 8ol-201£

—_———— ———d

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 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.
Formutation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Lietpua® tabneTkH, NOKpLIThIE NIICHOYHOH 0605104K0#, 10 M

Market / Poivox : Russia / Poccus

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

Cepusi Ne L Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001859865 Date of Analysis / 25.01.2026

AHasuTuyeckuii otyer Ne JlaTta ananuza

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JlaTa npousBojcTBa I'oaen o

Mfg. License No. / .

) e A——— . MNB/05/263 DA umberz { JITI-Ne(005456)-(PT-RU)
Homep PY

JuueHzus Ne

Analysis performed according ND: / Ananu3 nposesaen nmo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka U MaKeThbl yTBep/aeHnl: 12.11.2024

Ne Test / [Toka3zaTesb

Result / PesyjabTaTbl

Specification / Hopma

2 Identification /

Haentuduxanus

HPLC / BOXXX

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

Hydrochloride reference standardreference standard solution (section "Assay").

isolution. / Bpems ynep)HBaHWS OCHOBHOTO MNHKa HA
Bpems yaepKuBaHUs OCHOBHOTO ITHKa HAXPOMATOrPaMMe  MCIILITYyeMOro  pacTBopa
XpOMATOTPaMMe HCIIBITYEMOTO PacTBOPAOJIKHO COOTBETCTBOBATh BpEMEHH
COOTBETCTBYET BpEMEHHU yuepmuBaHuﬂ}yuepmuBaHuﬂ OCHOBHOTO nvKa Ha
OCHOBHOTO MUKAa Ha XPOMATOrpaMMeXpoMarorpaMme — CTaHIapTHOTO  pacTsopa
CTaHAAPTHOTO pacTBOpa  LETHPU3MHALICTUPU3UHA TUAPOXJIOPHAA (pazpen
rUApOXJIOpHIA. «Konn4yecTBEHHOE OMpeneeHHE).

he 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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: IIpoxykT cooTBeTcTBYET Tpebopanusam HJL 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IloarorosneHo: [Tposepeno: Pravesh [Mposepeno (AOK): Amit |[person / Onobpeno: Obecneuenne
Ashish Kumar Rana Kumar kayecTBa/OTBETCTBCHHOE JIULLO:

fisi " A AR

& . / \ - /

Date / Date / Date / Date / ’ ]
JlaTa:25.01.2026 Jlara: 25.01.2026 Iata: 25.01.2026 Hata: 1L¥ ©\- 20 v 6

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 4C 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 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
ITpoaykT: LlerpuH® TabneTkH, MOKPHITHIE IEHOUHOM 06010uKOM, 10 Mr

Market / Peinox

: Russia / Poccus

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

Cepus Ne ? V2600057 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001859865 Date of Analysis / 25.01.2026

AHajuTHYecKHii oTyeT Ne Jara ananusa

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JaTa npon3BoACcTBA I'ogen po

Mfg. License No. / .

MpoussoxcTaentuas : MNB/05/263 LARELEr ./ JIM-No(005456)-(PT-RU)
Homep PY

JHIeH3Hs Ne

Analysis performed according ND: / Ananu3s nposeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkHpoBKa ¥ MaKeThbl yTBepakaenbi: 12.11.2024

Ne Test / IlokazaTtesb Result / Pe3yjbTaThl Specification / Hopma
UV- spectrophotometry / Complies / CooTBeTCcTBYET 'The UV-spectrum of the test solution and the
Y®- cniekrpodoToMeTpus 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 ®-crnekTpbl MOTIOLEHUS UCTIBITYEMOro
pacTBOpa M CTaHAApTHOTO  pacTBOpPa
LEeTUpH3MHA THApoxaopuaa B obaactu ot 200
mo 400 HM JOMKHBI HMMETh MaKCHMYMBI
MOTJIOIEHNUs! NMpPH OZHOW WM TOM Ke [IHHE
BOJIHBI C JOTTYCTHUMBIM OTKJIOHEHHUEM + 2 HM.

3 Dissolution / PacTBopenue Not less than 80% (Q) of the labeled amount
of C21HasCIN20O3-2HCI (cetirizine

98 %: 96 %: 96 %: 97 %: 96 %: 97 %. dihydrochloride) after 30 min. / He menee

80 % (Q) OT HOMHHANBEHOTO COAEPIKAHUS
C2|H25C1N203‘ 2HCI (ue’mpmuﬂa

L IMTEAPOXJIOpHL) Yepe3 30 MuH.

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTH J03HPOBAHHBIX 6.4 than 15.0 / [Tokasatens npuemsieMocty (AV)
eAMHHLL oJokeH ObITh He 6osee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Iponyxt cooTBeTcTBYeT TpeboBaHusm HJJ 3akawouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoarotoeneHo: [Mpoeepeno: Pravesh TMposepeno (AOK): Amit |[person / OnobpeHo: Obecneuenne
Ashish Kumar Rana ¢ Kumar kauecTea/OTBETCTBEHHOE JIHLO}
: ‘ o \D
= { A AN
/ \

Date / Date / Date / Date / ; _
Hata:25.01.2026 JHara: 25.01.2026 Jara: 25.01.2026 Jlata: ?X =)= 2638

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5G0034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s “:’.

Dr. Reddy's Laborateries 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 AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Lletpun® TabneTku, NOKpbIThiEe mueHoYHOH oboaoukoii, 10 Mr

Market / Peinox

: Russia / Poccus

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

Cepus Ne  ¥2600067 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001859865 Date of Analysis / 25.01.2026

Ananurnyecknii oryer Ne JlaTa aHaau3a

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JlaTta npon3BojcTBa Toxen g0

Mfg. License No. /

TpousBoacTBenHas : MNB/05/263 LA i Bew; ¢ JIM-Ne(005456)-(PT-RU)
Homep PY

JuueH3usa Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapKHpoBKa M MaKeThbl yTBepzkaennl: 12.11.2024

Impurity A /
ITpumecs A
Impurity B/
IIpumecs B
Impurity C/
[Tpumecs C
Impurity D/
[Tpumecs D
Impurity E /
[Tpumecs E
Impurity F /
[Tpumece F

5 Impurities / Ilpumecu

Any individual unidentified
impurity / JTrobas enuHU4Has
HenAeHTUOUIUPOBaHHAS IPUMECh

Total impurities /
Cymma npumeceit

Below LOD (LOD =0.005 %) / Huxe
npenena obuapyxenus (ITO = 0,005 %) [Not more than 0.2 % / e 6onee 0,2 %

0.05 %

Not detected / He o6Hapy»xeHa
Not detected / He o6HapyskeHa
Below LOQ (LOQ = 0.023 %) / Huxe
npesaesa KOJIMYECTBEHHOrO ONpeaeneHHs

(IIKO = 0,023 %)

Below LOD (LOD = 0.015 %) / Huxe
npenena obuapyxenus (IO = 0,015 %)

0.06 %

0.1%

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

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

Remarks : The Product confirms to ND/
[Ipumeuanue: IpoxykTt cooTBeTcTBYET TpebGoBaHusam HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moaroropnexo: IIpoBepeHo: Pravesh TIpoeepero (AOK): Amit ||person / OnobpeHo: ObecneueHne
Ashish Kumar Rana { Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
A ¢ ()LD
< oz 2
Date / Date / Date / Date /
O )~ 220
Jlata:25.01.2026 _||[ava: 25.01.2026 [|tara: 25.01.2026 Jara: 28 ©) 26

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':'.

Dr. Reddy's Laborateries 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 AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ilpoaykr: LleTpuH® TabneTky, MOKPHITHIE MIEHOYHOH 060no4koH, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne h MBSl Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001859865 Date of Analysis / 25.01.2026

AHaauTH4eckHil oTuer Ne JaTa ananusa

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JlaTa npou3BOACTBA T'open go

Mfg. License No. / .

Mpoussoacraensas : MNB/05/263 A e ¢ JITT-Ne(005456)-(PT-RU)
Homep PY

auneH3us Ne

Analysis performed according ND: / Ananu3 nposegen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeTbl yTBepkaeHbi: 12.11.2024

9.92 mg /9,92 mr
99.2 %

Ne | Test / IlokasaTesnn Result / PesynbTaThbl Specification / Hopma
6 Water content / 1.5% Not more than 8.0% /
CopepxaHue BOAbI ' He 6Gosnee 8,0 %
7 Microbiological purity* /
Mukpo6uonornueckas
yucroTa¥
a) Total aerobic microbial count / Less than 10 CFU/g/ Not more than 1000 CFU/g /
Ob11ee 4MCco a3poOHBIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPTraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O61ee uucino Menee 10 KOE/r He 6onee 100 KOE/r
IPOMOKEBBIX M TUIECHEBBIX pUOOB
c) E. coli Absent in 1g / OtcyrcTByer B Ir Shall be absent in 1g / OtcyrctBUe B 1 T
8 Assay / KonnuecrBeHHoe Not less than 9.0 mg and not more than
onpejaejienye 11.0 mg C5;H,5CIN20;5-2HCI (cetirizine

dihydrochloride) in tablet (between 90,0 %
fand 110,0 % of label claim). / Ot 9,0 mr oo
11,0 mr C21Ha25CIN203-2HCI (uetnpuzuna

\muruapoxnopun) B Tabnetke (ot 90,0 % mo

110,0 % oT HOMMHAJNILHOTO COAEPKAHMS).

Remarks : The Product confirms to ND/
Ipumeyaune: [poaykr coorsercTryer Tpebopanuam HJJ

Conclusion : APPROVED /
3akawdenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Toprotoeneno: [Mpoeepeno: Pravesh [Mpoeepeno (AOK): Amit ||person / Ono6peno: ObecnieyeHue
Ashish Kumar Rana Kumar kauecTea/OTBETCTBEHHOE JMIIO:
] A (?%‘N
o { /\ — bl
Date / Date / Date / Date /
Jara:25.01.2026 Jlara: 25.01.2026 Tara: 25.01.2026 Jlara: VY ol-2026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3

Dr. Reddy's Laboratcries 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 AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IIpoaykT: LleTpuH® TabneTku, NOKpHIThIE MIEHOUYHOH 000104KOMH, 10 Mr

Market / PriHoK : Russia / Poccust

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

Cepus Ne § QIR Pasmep cepun 25.00.000 126

Analytical Repo:‘t No./ . 890001859865 Date of Analysis / 25.01.2026

AHanuTHYEeCKHii oTueT No JlaTa ananu3a

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JlaTa npou3BoacTBA TogeH o

Mfg. License No. / .

TpoussoncTBentan . MNB/05/263 MAsumiber JITI-Ne(005456)-(PT-RU)
Homep PY

Juuensus Ne

Analysis performed according ND: / Ananu3 nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka 1 MaKkeTbl YTBepkeHbl: 12.11.2024

Ne

Test / IlokazaTenn

Result / PesyabTaThl

Specification / Hopma

9

Subdivision of tablets /
Jlesienue TabueTok

Complies / CoorBercTByeT

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. /
TabneTkH COOTBETCTBYIOT TpeBOBAHUAM, €CIH
He Oosee 1 eqMHUYHAs Macca OTKIIOHSETCS 3
npeaenbl 85%-115% oT cpenneii macchl.
Tabnerkn He COOTBETCTBYIOT TPEGOBAHHUAM,
ecnu Gosiee uem | MHOMBUAOYaNLHAsS Macca
OTKJIOHSETCS OT STHUX NPEACIIOB HIH, €CIH 1
MHAMBHAYaTbHAS Macca OTKIOHSETCA 32

npeaensl 75%-125% ot cpenHeil Maccsl.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cooTBeTcTByeT Tpeboranusam HJJ

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
[ToarorosneHo: [TpoBepeno: Pravesh Iposepeno (AOK): Amit ||person / Onobpeno: O6ecrieueHue
Ashish Kumar Rana Kumar kauyecTsa/OTBETCTBEHHOE JIULIO:
{ v-/\ ; }\' -
i 7 1 r= I

Date / Date / Date / Date /

—0 )~ .
Jara:25.01.2026 Jata: 25.01.2026 Jlara: 25.01.2026 Jlara: (m =20 LC

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +81 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:'.

Dr. Reddy's Laborateries 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 AHAJIN3IA

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Lletpun® TabneTku, NOKpLIThIE MIIEHOUHOW 060n0ukoi, 10 mr

Market / Poinok : Russia / Poccus

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

Cepust Ne i V20000 Pa3mep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001859865 Date of Analysis / 25.01.2026

AHanuTu4eckuii oTueT Ne Jlata anaauza

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JlaTa npon3soacTBa I'open go

Mfg. License No. / .

TpoussoacTeennan : MNB/05/263 ATAmumbier: / JIM-Ne(005456)-(PT-RU)
Homep PY

JuueH3ns Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JIIT-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka U MaKeThbl YyTBepxaeHbl: 12.11.2024

Ne Test / IlokazaTesn

Result / PesyabraTst

Specification / Hopma

10 Package / YnakoBka

KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnetok B
[MIBX/TIABX//antomununesom Gnucrepe. [[To 10 Tabnerok B
[To 3 6nucTepa BMeCTe C JIUCTKOM-
BKJIAZIBILIEM YIIAKOBAHbI B [TAYKY

10 tablets in PVC/PVDC//aluminum blister. 2
a carton. /
[IBX/TTABX//amomunuesoM 6Gincrepe. [1o 2

vav 3 61cTepa BMECTE C JTUCTKOM-
BKJIaJbILIEM YAKOBAHBI B TAYKY 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. / [IpoBoauTcs mpon3BoAUTENEM TP BBIITYCKE NEPUOIHMUCCKH: s Kaxaoi 20-0i
cepuu UM He MeHee 1 pasa B rog. IlokaszaTens MoxeT ObITh He BkmodeH B Cepriduxat aHannsa Gupmsil.

API name / HaumenoBanue ADC:

Cetirizine dihydrochloride / LleTnpyanHa auruapoxnopua

INN / MHH:

Cetirizine / Lletupusun

API manufacturer batch number /
Homep cepun npousBoaurens APC:

BT00X25003, BT00-25058

FP Manufacturer API Batch number /
Homep cepun cydcTanuuu npoussoaurens I'JIP:

FESA00620, FESA00621

API Manufactured by & country /
Ilpoussoaurens APC, crpaHa:

Glochem Industries Private Limited, India /
I'noxem Mupactpuec [Npaiisut Jiumuten, Unnus

Name, address, authorization No for FP

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

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykr cooreercrayer Tpedbopanuam HJ|

Conclusion : APPROVED /
3akniouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorornexo: [Iposepeno: Pravesh [Tposepeno (AOK): Amit |[person / OmpobpeHo: Obecneuenne
Ashish Kumar Rana {/’ Kumar kauectBa/OTBETCTBEHHOE JIULIO: kp

o _/\ 729 j_Q 3
ﬁ’ ! /\ e K 20
Date / Date / Date / Date / i
Mara:25.01.2026  ||Tara: 25.01.2026 Jlaa: 25.01.2026 Jlara: 28 =1~ 28148

Registerec Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com



Dr. Reddy's Laborateries Ltd.
Formulation Unit-6
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Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Tpoayxr: IeTpnH® TabNeTKH, NOKPHITHIE MIEHOYHOH 06010u4KO#M, 10 MT

Market / Poinok : Russia / Poccus

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

Cepusi No # V2500007 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 800001859865 Date of Analysis / 25.01.2026

AHajanTHYeckHii oTuer Ne JaTta anann3za

Date of Manufacture / . 01/2026 Date of Expiry / 12/2028

JlaTa IpoM3BOACTBA Tonen no

Mfg. License No. / .

VT — : MNB/05/263 LA mwmlser; JI-Ne(005456)-(PT-RU)
Homep PY

JHueH3us Ne

Analysis performed according ND: / Ananus nposeaen no H/I: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBKa u MaKeThbl yTBepxkaeHbl: 12.11.2024

Distt. Solan (HP) 173205, India (license No MNB/05/263).
/ TlpousBoAcTBEHHOE NofpasaesieHue-6, Bui. Kxons,
IIpousBoacTBeHHasn nomaaka / Ilnomagka Hanarapx Poyn, bajnu, Huctpukt Conan, X.I1., 173205,

KOHTPpoJI kKauecTBa / Ilgomanaka BeIMycKa Wnpaus (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».

3ako4eHne 0 cooTBeTcTBUH: «HacTosIuM s MOATBEPXKAAI0, UTO MPUBENAEHHAs BBIIE MHYOPMALUA ABJAETCS HOCTOBEPHOMN M
TOYHOM. DTa cepysa NPOAYKIMH MpoU3BeneHa (BK/IIOYAs YMAakoBKY (MapKHPOBKY) M KOHTPO/b KadecTBa) Ha BbIIEYKa3aHHON
NPOM3BOICTBEHHOM mowmazake (MI0LIaAKax) B MOJHOM COOTBETCTBHUM ¢ TpeGoBaHuaMU TpaBuil Hajexaluei npou3BoACTBEHHON
npakTHky EBpasuilckoro 3KOHOMHYECKOTO CO3a M TPeOOBAaHWAMM KOHTPO/IR KavyecTBa JICKAPCTBEHHBIX CPEACTB, a TAKXKe B
COOTBETCTBUH CO CCLM(UKALUIMH, CONESPKALLUMHUCS B PErUCTPALMOHHOM JOCHE CTPAHBI-UMITOPTEpPA. 3aUCH 10 POU3BOACTRY,
yMakoBKe M aHalW3y [POBEPEHBI, U YCTAHOBJIEHO WX COOTBeTCTBHE TpeGoBaHuaM IlpaBun Hamnexawed MpOM3BOICTBEHHOM
NpakTUKU EBpazuiickoro 3KOHOMHUYECKOT0 COI03a».

manufacturing site / Control site / Release site /
HaumeHoBanue, aapec, JIHLEH3Hs 115

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Remarks : The?oduct confirms to ND/
Mpumeuanue: INpoaykr coorBercTyer TpeGoanusM HJ{

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
IMoaroTorneHo: [Iposepeno: Pravesh [Tpoepeno (AOK): Amit |[person / OmpobpeHo: Obecneuenue
Ashish Kumar Rana Kumar kauyecTBa/OTBETCTBEHHOE JIULIO:
= ] )
¢! B
Date / Date / Date / Date /
Tlata:25.01.2026 Ilata: 25.01.2026 Jlata: 25.01.2026 Jlata: 2L o1~ 1024
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