Dr.Reddy’s Q':’O

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.comn

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykt: Letpuu® TabneTky, NOKpHITHIE MUIEHOYHON 06010uKOH, 10 M

Market / PoiHok

: Russia / Poccus

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

Cepus No £ V2601016 Pasmep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 800001883430 Date of Analysis / 16.05.2026

AHanuTHUYeCKHiT oTyeT No Jata ananuza

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

JlaTa npousBoacTBa T'ogen po

Mfg. License No. /

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

JnieH3ns Ne

Analysis performed according to ND: / Anasnu3 nposeaed mo H/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOH YyNaKoBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi yTaKOBKH yTBepAAeHbl: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

Ne Test / [lokazaTenn

Result / PesyabTaTthbl

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrable ABOSKOBBIMYkKible TabIETKH,
MOKPBITEIE  TUICHOYHOW  0605104KOi
Oenoro uBera, Cc pHCKOH Ha OXHOH
cropone. Ha mnonepeunoMm pa3spese —
aapo 6enoro npera.

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.
/' Kpyrisle IBOSKOBBIMYK/blE TabJIETKH,
NOKPBITbIE TIEHOYHOH 06onoukoi Genoro
WM noyTH H6eJIoro 1BeTa, C pUCKOil Ha OTHOH
cropoHe. Ha monepeuHoMm paspese ampo oT
6€e510ro 110 MouTH GENIOro LBETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusam HJI 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMoaroToBneHo: IIpoBepeno: TposepeHo (AOK): | Onobpeno: Obecneuenne kayecTsa/ OTBETCTBEHHOE JIULO:
Pravesh Rana Pardeep Kumar Amit Kumar
S uan
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Date / Date / Date/ Date / W e
Jara: 16.05.2026 Jara: 16.05.2026 Hara: 16.05.2026 Jara: / ~ D %
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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: L85195AP1384PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykt: LleTpuu® TabeTKH, NOKPEITHIE MIeHOUHOH 060J104K0it, 10 M

Market / Poinox : Russia/ Poccus

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

Cepus Ne t V201010 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001883430 Date of Analysis / 16.05.2026

AHaguTuuyecKkuii oTueT No JlaTta aHanu3a "

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

JlaTa npou3BoACTBA Topen no

Mfg. License No. /

MpouseoacTeenHas : MNB/05/263 LA SRR ¢ JITI-Ne(005456)-(PT-RU)
Homep PY

guuenzus Ne

Analysis performed according to ND: / Ananus nposegen mo H/L: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI yNaKoBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpU4YHO YyIaKOBKH yTBep:kaeHbI: 17.02.2025
PL approved: / JIB yTBepxkaen: 15.05.2024

{Cetirizine Hydrochloride reference
standard solution. / Bpems ynepxuBaHus
OCHOBHOTO MMHK& HA XpPOMaTOrpaMme
MCIIBITYEMOTO PACTBOPA COOTBETCTBYET
BpEMEHM yIEePKUBAHNSA OCHOBHOIO MHKA
Ha XpOMAaTOrpaMMe CTaHAapTHOTO
pacTBOpa LIETHPU3UHA THIPOXIIOPHAA.

Ne Test / IloxazaTtesnnb Result / Pe3yabTaThl Specification / Hopma
2 Identification / The retention time of the main peak in . i )
HaenTuduxanus 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
reference standard solution (section "Assay").

Bpems ynep>kUBaHHS OCHOBHOTO MHKA Ha
XpOMaTOrpaMMe UCIBITYEMOro pacTBopa
TOMKHO COOTBETCTBOBATH BPEMEHH

Y IepKUBAHNSL OCHOBHOTO TTHKA Ha
XpOMaTOrpaMMe CTaHIapTHOTO PacTBopa
UEeTHPHU3MHA THapoxsiopuaa (pa3nen
«KonnuecTBeHHOE onpenenieHne»).

Remarks : The Product confirms to ND/
IIpumeuanne: Ipoaykr cootBercTBYET TpeGoBanusm HJL

Conclusion :
Zaxnwuenue: OJOBPEHO

APPROVED /

Prepared by /
TlonrorosneHo:
Pravesh Rana

Checked by /
Iposepetno:
Pardeep Kumar

N

Checked by (AQA) /
ITposepeno (AOK):
Amit Kumar

e

Approved by: Quality Assurance/Authorized person /
OnobpeHo: ObecneueHue kayecTBa/OTBETCTBEHHOE JIHLIO!

SylupM
N

Date / Date / Date / Date / Nﬂ /‘/’V
Jlata: 16.05.2026 | Jlata: 16.05.2026 | Jara: 16.05.2026 | Jara: < N/
Ur/{ CD(‘U et BT

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's 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

CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: IleTpun® TabneTky, NOKPHIThIE MIEHOUHOI 060n0uKOH, 10 M&

Market / Poinok : Russia / Poccus
Batch No. / ] Batch Quantity / 25,00,000 tab /
Cepun Ne B rEnlITG Pa3mep cepun 25,00,000 Tab
Analytical Repo“rt No./ . 890001883430 Date of Analysis / 16.05.2026
AHAJIHTHYECKHH oTueT Ne JlaTta anaausa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BoacTBA TI'ogen ao
Mfg. License No. /
MA number: /
IIpouzBoacTBEeHHAS : MNB/05/263 Hoxwep PY JIT1-Ne(005456)-(PI'-RU)

JInueH3ust Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI YNaKOBKHN yTBepsaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO#H ynakoBKkH yTepaxaeHbl: 17.02.2025

PL approved: / JIB yreep:xkaen: 15.05.2024

No Test / IlokazaTesb Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
Y ®- cniektpodoTomMeTpus

Complies / CooTBeTcTBYyET

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®-criekTpel NOrIomeHHs
HCTIBITYEMOrO pacTBOPa U CTaHAAPTHOTO
pacTBOpa LETHPU3WHA MMAPOXIOpUAIA B
obnactu ot 200 10 400 HM ZOMKHBI UMETH
MaKCHMYMbI MOTIOIUEHHs NP OAHOH U Tol
K€ JUIMHE BOJIHBI C JIONYCTHMBIM
OTKIOHEHHEM * 2 HM.

3 Dissolution / PacTBopenue

96 %

97 %; 96 %3 97 %0; 94 Y%; 96 %o;

Not less than 80% (Q) of the labeled amount
of C21HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJIBLHOrO COAEPIKAHUS
C2HasCIN>O3- 2HCI (uetupusmna
MMrUApOXJIOpKA) Yepes 30 MUH.

Remarks : The Product confirms to ND/
IIpumeuanne: [pogykr coorBercTByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IMoaroToBneHo: IlpoBepeHo: Ipogepeno (AOK):
Pravesh Rana Pardeep Kumar Amit Kumar

Approved by: Quality Assurance/Authorized person /
Opobpeno: Obecnieuenne kauecTBa/OTBETCTBEHHOE JIULIO:

SHIvpN |

[ D
M\ 1
Date / Date / Date / Date /
Jata: 16.05.2026 Hara: 16.05.2026 | [ara: 16.05.2026 Hara: k \AW/\C a [
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Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

INMpoaykr: Lerpun® tabnerky, nokpeiTeie mieHo4Hoi obonoukoi, 10 mr

Juuensun Ne

Market / Poinok : Russia / Poccus

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

Cepus Ne | S Pasmep cepun 25,00,000 Tab
Analytical Repoﬂrt No./ . 890001883430 Date of Analysis / 16.05.2026
AHagauTH4eckuii oTuer Ne JlaTa ananusa

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

Jlata npon3BoACTBA I'onen no

Mfg. License No. / .

IIponsBoxcreeHnast : MNB/05/263 | anber JITT-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yreepsaen: 15.05.2024

Analysis performed according to ND: / Anaans nposeaen no HJL: JIN-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI YHAKOBKH yrBepaennt: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIT YIAKOBKH YTBepA&aenbi: 17.02.2025

Ne | Test/ IloxazaTesanb Result / PesysnbTaTs! Specification / Hopma [
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OnHOPOAHOCTH 103HPOBAHHBIX 3.2 Rhan 15.0 / Tloka3aress npuemiaeMocty (AV)
eIMHHLL nonceH OuiTe He Gosiee 15,0,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanune: [Npoaykr coorercrryer TpeGopanuam HJL 3akmoyenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroroBneHo: IIposepeno: Iposepeno (AOK): | Onobpeno: Obecneuenne kauecTea/OTBETCTBEHHOE JTMLIO:
Pravesh Rana Pardeep Kumar Amit Kumar
Shivon |
b QL/ (\,/\/_ O
o A — .
Date / Date / Date / Date / k . g ) -
Jara: 16.05.2026 MHara: 16.05.2026 | [ara: 16.05.2026 MHara: P Wi Y

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



@o
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

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

Product: Cetrine® film coated tablets, 10 mg
IpoayxTt: LletpuH® TabaeTKH, NOKPBITHIE MIEHOYHOH 060104KOi, 10 Mr

Market / PoiHOK : Russia / Poccus

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

Cepus Ne s V2601018 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001883430 Date of Analysis / 16.05.2026

AHAJIHTHYeCKHH oTUeT Ne Jara aHanu3za

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

Jarta nponsBoacTsa T'open g0

Mfg. License No. / ]

Ipou3BoACTBeNHAS : MNB/05/263 MAmmber: § JITT-Ne(005456)-(PT-RU)
Homep PY

JHueH3us Ne

Analysis performed according to ND: / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBn4HOiIi yNakoBKH yTBepxkaennl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOIT ynakoBku yTBepaxaeHbi: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

S Impurities / [Ipumecun
Impurity A / Below LOD (LOD =0.005 %)/ Huxe
[Mpumecs A npenena obHapyxenus (ITO = 0,005 %) Not more than 0.2 % / He Gonee 0,2 %
Impurity B/ 0.04 % INot more than 0.2 % / ue 6onee 0,2 %
[Tpumecs B
Below LOD (LOD =0.006 %)/ Hike
Impurity C/ npenena obHapyxeHus (I10 = 0,006 %) [Not more than 0.2 % / ne Gonee 0,2 %
[Mpumece C
Impurity D / Below LOQ (LOQ = 0.003 %) / Huxe
[Tprimecs D npejena KolMyecTBeHHOro onpenenenusNot more than 0.2 % / He 6onee 0,2 %
(ITIKO = 0,003 %)
Impurity E /
[pumecs E 0.02 % Not more than 0.2 % / ne 6onee 0,2 %
[mpurity F /
[Mpumecs F Below LOD (LOD =0.015 %)/ Huxe [Not more than 0.2 % / ne 6onee 0,2 %
npenena obHapyxenus (I10 = 0,015 %)

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykt cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/
[ToaroToeseHo: ITpoeepeno: IIpoeepeno (AOK):
Pravesh Rana Pardeep Kumar Amit Kumar

% <Y upnyf

=1 /’\"‘ 1

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

~\1 /)
Date / Date / Date / Date / > 5 %
Jlata: 16.05.2026 | Jlata: 16.05.2026 | Jara: 16.05.2026 | Mara: TR
\U/ *

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykT: LieTpuH® TablETKH, MOKPBITHIE MAEHOUHOM 060s0ukol, 10 Mr

auuensusa Ne

Market / Poinok : Russia/ Poccus

Batch No. / . Batch Quantity / 55,00,000 tab /

Cepust Ne F V2601016 Pa3mep cepun ~25,00,000 Tab
Analytical Report No. / . 890001883430 Date of Analysis / 16.05.2026
AHaJIUTHYECKHH 0T4eT Ne JlaTa ananunsa

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

JlaTa npou3BoaCTBA T'oaen go

Mfg. License No. / i

IIpousBoacTBeHHAs! : MNB/05/263 P IIERS JIT1-Ne(005456)-(PT"-RU)

Homep PY

PL approved: / JIB yreepxaen: 15,05.2024

Analysis performed according to ND: / Ananu3 nposeaen o HJ/L: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HO{i yNakoBKH yTBep:kaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUYHOii YIAKOBKH YTBep:kaeHbl: 17.02.2025

Any individual unidentified

Pravesh Rana Pardeep Kumar

Amit Kumar

impurity / JIrobast enuHUYIHas 0.06 % INot more than 0.2 % /
HEMIECHTUDULIMPOBAHHAS TIPUMECh He 6onee 0,2 %
Total impurities /
Cymma mpumeceit 01% Not more than 2.0% /
He 6onee 2,0%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITIpumeuanne: Iponykr cooTseTcTBYET Tpeboanuam HII 3akaroyenue: OTOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TMoarotoraeHo: IlpoBepeHo: IlpoeepeHo (AOK): | OmobpeHo: ObecneueHue kauecTea/OTBETCTBEHHOE JIMLIO:

S FuAR

< /AN
Date / Date / Date / Date / "'T g
Jlata: 16.05.2026 | Jlata: 16.05.2026 | Mara: 16.05.2026 | Jlara: 1 l 2 0> 9L
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Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykrt: LleTpuu® TabneTky, MOKPHITHIE INIEHOYHOM 06onoukoi, 10 Mr

Market / Prinok : Russia/ Poccus
Batch No. / } ~ |Batch Quantity / 25,00,000 tab /
|Cepust Ne e Pasmep cepun 25,00,000 Tab

Analytical Report No. /

Date of Analysis /

Juuensusa Ne

Howmep PY

¥ : 890001883430 16.05.2026
AnannTHyeckuii oTyeT No Jata ananusa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoACTBA Toxen g0
Mfg. License No. / ]
) . MNB/05/263 NLE: mutbirs # JIT-Ne(005456)-(PT-RU)

PL approved: / JIB yrBep:xkaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen mo H/I: JIII-Ne(005456)-(PT"-RU)-150524
Artworks of primary package approved: / MakeTrbl nepBH4HO#H ynakosku yTeepxaenni: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIf YNAaKOBKH yTBep:KaeHbl: 17.02.2025

Test / Iloxa3aTenas

Result / PesynbTaTnl

Specification / Hopma

U6 Water content /

Not more than 8.0% /

32% o

[ CopeprxxaHue BOAbI He 6onee 8,0 %
7 Microbiological purity* /

MukpoGHoIoruyecKas

yucrora*

a) Total aerobic microbial count / NA Not more than 1000 CFU/g /

O01uee 941cno adpobHbIX He Gonee 1000 KOE/r

MHKDPOOPTraHU3MOB

b) Total combined yeasts and NA [Not more than 100 CFU/g /

mould count / Obwiee uncno He 6onee 100 KOE/r

NPOMCOKEBBIX U INIECHEBBIX rpUbOB

c) E. coli NA Shall be absent in 1g / OrcytceTBue B 1 1
8 Assay / KonuuecTBeHHOE From 9.0 mg to 11.0 mg of

ompeneseHne {C21HasCIN»O3: 2HC1 (Cetirizine

MR AL IDihydrochloride) in tablet (90.0 % to 110.0 %

;of]abel claim)./ Ot 9,0 mMr mo 11,0 mr
[C21HasCIN203- 2HCI (netnpusuna

N

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanue: [Mpoaykr cootseTcTByeT TpeGopanuam HJI 3axmwouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToaroTosieHo: IIpoeepeHo: Mposepeno (AOK): | Onobpeno: Obecneuenne kauecTBa/OTRETCTBEHHOE JIMUO:
Pravesh Rana ; Pardeep Kumar Amit Kumar

P4 SNIVAN]

= -

: i
Date / Date / Date / Date / (\ W g
Hara: 16.05.2026 Hara: 16.05.2026 | Hara: 16.05.2026 Jara: \ —h /‘lo & Qﬁ,

\ \C) k ’ ,)}/ Lo
¥

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad —A500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's 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 AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: Lletpuu® Tabnerku, nokpeiThie MIeHouHo#i o6onoukoi, 10 mr

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus No e Pasmep cepun 25,00,000 Tab
Analytical Repourt No. / . 800001883430 Date of Analysis/ 16.05.2026
Ananuruueckuii ordyer Ne Jlata ananinsza

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

JlaTa npoussoacTea Togen a0

Mfg. License No. /
IpouspoacTBeHHas
auueHsus Ne

: MNB/05/263

MA number: /

Homep PY JITT-Ne(005456)-(PI™-RU)

PL approved: / JIB yreepsaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposeaed no HJL: JITT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOi ynakoBkH yTBepxaensi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHU4HOH yNaKOBKH yTBepaxaeHbl: 17.02.2025

Ne Test / [TokazaTenab Result / Peayabrarsl

Specification / Hopma

jruapoxsiopua) B Tabnerke (ot 90,0 % no
110,0 % oT HOMHHANBHOTO COEPHAHHS ).

9 Subdivision of tablets /
Jlesrienue TaéseTox

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
175 % to 125 % of the average mass. /
TaBneTkH COOTBETCTBYIOT TPEGOBAHUAM, ECIH
He Gosiee | equHMYHAs Macca OTKIIOHSETCA 32
npeneinsl 85%-115% ot cpeaneit maccel.
TabneTku He COOTBETCTBYIOT TpeGOBaHMAM,
ecnu 6onee uem | HHAUBHAYANTbHAS MacCa
OTKJIOHSIETCS OT 3TUX MPEENOB WITH, eciu 1
WHAMBM/YaJIbHasg Macca OTKJIOHAETCS 3a

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykr coorsercryer TpeGosanuam HJL

Conclusion : APPROVED /
3akuaouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) /
ITonrorosnexo: IIpoBepeHo: IMposepeno (AOK):
Pravesh Rana Pardeep Kumar Amit Kumar

J -

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenue kauecrsa/OTBETCTBEHHOE JIULIO:

SHup N

N
-
Date/

Jara: 16.05.2026

Date /
Jlara: 16.05.2026

Date /
Jlara: 16.05.2026

Date /
Jara:

NI

[

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
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Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LleTpuu® TabiieTkn, NOKPLITHIE MIEHOUHOM obonoukoit, 10 mMr

JuueHzus Ne

Market / PoiHOK : Russia / Poccus
Batch No. / ) - Batch Quantity / 25,00,000 tab /
Cepus Ne 8 V2GHIG Pasmep cepun 25,00,000 Tab
Analytical Repog‘t No./ . 890001883430 Date of Analysis / 16.05.2026
AnanuTHuecknii oTyeT Ne - Jara ananusa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
[aTta npon3BoacTBa Tonen o
Mfg. License No. /

MA number: /

: JIT1-Ne -(PT-

IIpousBoacTBeHHAN MNB/05/263 Homep PY Ne(005456)-(PI-RU)

PL approved: / JIB yreepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposegen nmo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl IepBHUYHOil yIaKoBKH yTBep:aeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIl YIAaKOBKH yTBepskaeHbl: 17.02.2025

Ne | Test/ Iloxazarean Result / PesyabTatsl

Specification / Hopma

—

npenensl 75%-125% ot cpenneit Macchl.

10 Package / OnucaHne ynakoBKH

KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient information
leaflet in a carton. / ITo 10 Tabnerok B
[IBX/TIBJIX//antoMuHueBOM GiucTepe.
1o 3 6amcrepa BMecTe € JINCTKOM-
BKJIAbIIEM YITAKOBAHBI B [TAUKY

10 tablets in PVC/PVDC//aluminum blister. 2
or 3 blisters and patient information leaflet in
a carton. / ITo 10 tabnerok B
[IBX/TIBAX//antomuuneBom 6muctepe. 1o 2
WK 3 6ancTepa BMECTE C JIMCTKOM-
BKJIAABILIEM YMAKOBAHbI B M1a4Ky KAPTOHHYIO.

11 Labeling / MapkupoBka

Complies / CooTBETCTRYET

See Module 1, section 1.3.2 of registration
dossier. / B cooteTcTBuH ¢ pazgenom 1.3.2
MOAyJIsl 1 pEerncTpaLyoHHOro Aocke.

12 Storage conditions / YcaoBust
XpaHeHHs

\At temperature not higher than 25 °C / Ilpu TeMnepatype He Biite 25 °C.

13 Shelf-life (storage period) / Cpox|3 years. / 3 rona.
rogHOCTH (CPOK XpaHeHHA)

Remarks : The Product confirms to ND/
IIpumeuanne: Iponykr coorsercTByeT TpeboBanuam HIT

Conclusion : APPROVED /
3akiawuenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[NoaroToseHo: IporepeHo: [posepeno (AOK): | OnoGpeno: O6ecneueHre kadecTsa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Pardeep Kumar Amit Kumar
SHIVAM)
e -
— VN "
Date / Date / Date / Date / K \}L}/‘*
Jara: 16.05.2026 Jara: 16.05.2026 | Hara: 16.05.2026 Hara: /< ‘%

S

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
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www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘..

) a Formulation Unit-6

Dl’. Red dy S g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
MpoaykT: LleTpun® TabneTku, MOKPLIThIE MIIEHOYHOHN 06004KOM, 10 Mr

|Market / Peinok : Russia/ Poccus
Batch No. / . Batch Quantity / . 25,00,000 tab/
Cepusa Ne * V2601016 Pasmep cepun *25,00,000 Tat
Analytical Repovrt No./ . 890001883430 Date of Analysis / 16.05.2026
AnanuTHyecKui oTueT No Jlara ananunza
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029
JlaTa npou3BoACTBa ToaeH go
Mfg. License No./ .
IMpousBoacTBeHHASR : MNB/05/263 LA o ber: : JIII-Ne(005456)-(PT-RU)
Homep PY
JuueH3nsn Ne

Analysis performed according to ND: / Auanu3 nposegen no HJ/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl NepBU4YHO# YNaKOBKH yTBep:xkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4YHOH yNAKOBKH yTBepkaensbi: 17.02.2025
PL approved: / JIB yreepaxaen: 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. / IIpoBoaHTCS POU3BOIUTENEM TIPH BBIMYCKE NEPUOIHYECKU: IS Kaxioi 20-0i
cepuu Uk He MeHee 1 pasa B rox. [Tokazarens Moxer 6bITh He BKkmoueH B Ceprudukar aHanuza GUPMEL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IpoayxT cooTBercTByeT TpebopaHusam HJL 3axaouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToaroToreHo: IIporepeHo: [TpoeepeHo (AOK): | Ono6peno: Obecneuenue kasecTra/OTBETCTBEHHOE JIULIO:
Pravesh Rana | Pardeep Kumar Amit Kumar
SHIupN)

g -
Date / Date / Date / Date / k \V\L
JHara: 16.05.2026 Hara: 16.05.2026 | Mara: 16.05.2026 Jara: <\ ')/9

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: LB5195AP1984PLC0O04507
www.drreddys.com



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

Dr.Reddy’s ‘,.0

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
INpoayxr: LetpuH® TabneTkH, NOKPbIThIE IEHOYHOH 06010uK0i, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne § Yeautids Pa3zmep cepuu 25,00,000 Tab

Analytical Repo:‘t No./ . 890001883430 Date of Analysis / 16.05.2026

AHanuTH4Yecknt oTueT No JaTta anaausa

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

JlaTa npoM3BOACTBA Togen xo

Mfg. License No. / )

IponsBoAcTBEHHAA : MNB/05/263 VLA number / JITT-Ne(005456)-(PT-RU)
Homep PY

JInLen3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJL: JITT-Ne(005456)-(PI"-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI1 YNAKOBKH yTBepsxkaenbl: 12.11.2024

Artworks of secondary package approved: / Makersl BTopHuHoii ynakoBKH yTBepakaenbi: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

API name / Hanmenosanne A®C:

INN / MHH:

API manufacturer batch number /

Homep cepuu npousBoautens A®C:

FP Manufacturer API Batch number /

Howmep cepuu cy6ctaHuuu npouspoaureas [JId:
API Manufactured by, address & country /
IIpoussoautenn ADPC, agpec u cTpaHa:

Cetirizine dihydrochloride / Lletupusuza auruapoxiaopu
Cetirizine / LleTupusun

BT00-26011

FETAO00163

Glochem Industries Private Limited,
Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Uupactpuec Ipatisut Jlumuren,

Vuactku Ne 174-176, U.J1.A., Bonnapam, Canrapeanu
Juctpukr - 502 325, Xaiinapaban, wrat Tenanrana, Unnus
Dr. Reddy’s Laboratories Ltd.,

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

J-p Pennu’c Jlaboparopuc JItz.,
IpousponcreenHoe noppaszaenenme-6, Bumn. Kxons, Hanarapx
Poyn, Banau, Auctpukt Conau, X.I1., 173205, Uuaus
(JInuenszus 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 /
Ilpumeuanne: [Tponykt coorBercTBYET TpeboBanusam HJI 3axnouenue: OJOBPEHO

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

HaumeHoBaHue, agpec, JHUEH3USA JJIs
IIpoussoacTBenHas miomaaka / Ilnomanka kouTpoas
kauectsa / Ilaomaaka BeImycKa

Prepared by /
IToaroToBiaeHO:
Pravesh Rana

Checked by /
IIpoBepeno:
Pardeep Kumar

Jd -

Checked by (AQA) /
Ipoeepeno (AOK):
Amit Kumar

p

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHue kayectsa/OTBETCTBECHHOE JIULIO:

Sh) VAN

Date /
Jara: 16.05.2026

Date /
Hata: 16.05.2026

Date /
Jara: 16.05.2026

Date/
Jara:

()
N U205 0k
= W

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 ":'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IIpoayxr: LlerpuH® TabneTku, MOKPHITHIE MIIEHOUHOM 060n0uKo#H, 10 Mr

Market / PoiHOK : Russia/ Poccus

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

Cepns Ne * V2601D1s - Pasmep cepun 25,00,000 Tab

Analytical Repo:‘t No./ . 890001883430 Date of Analysis / 16.05.2026

AHnajguTHuecKHH oTuUeT No O Jata ananusza

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

JlaTa npou3zBogcTBa I'open no

Mfg. License No. /

T i : MNB/05/263 M Humbec JIT-No(005456)-(PT-RU)
Homep PY

JuueHzus Ne

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / Makerbl NepBHYHOI YNaKoBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHUHOIT yNaKOBKH yTBepxkaeHbl: 17.02.2025
PL approved: / JIB yreepaxaen: 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». /

3aK/l0ueHHEe 0 COOTBETCTBUM: «HacToswmm s noATBepKAAl0, YTO MPUBENCHHAS BbIlle HHHOPMALMA SARJIAETCS JOCTOBEPHOMN U
TouHOM. DTa cepusi NPOAYKLUUH NPOU3BeJcHa (BKJOYas ynakoBKy (MapKMpOBKY) M KOHTPOJIb KaueCTBa) HA BBILIEYKA3aHHOM
NPOU3BOACTBEHHOMW MTomanke (TIoMmAanKax) B OJIHOM COOTBETCTBUH ¢ TpeGoBaHMsMH [IpaBun Hamnexalle# MpOU3BOACTBEHHOM
npaxtuku EBpazuiickoro skoHomudeckoro coroza (Ne GMP/EAEU/RU/02329-2025 ot 19 cenrsidpst 2025 r.) u TpeGOBaHUAMM
KOHTpOJIs KAYECTBA JIEKAPCTBEHHBIX CPEACTB, 8 TAKXKE B COOTBETCTBUM CO CHELUPUKALMIMH, COLEPKALMMHCS B PETHCTPALIHOHHOM
JIOChE CTPaHBI-MUMIIOPTEpa. 3amHuCH MO MPOW3BOACTRY, YMAKOBKE M aHANM3Y TIPOBEPEHBI, W YCTAHOBJIEHO WX COOTBETCTBHE
TpeGoBanusmM [paBun naiexarueit NpoU3BOACTBEHHOM NpakTHKH EBpa3niickoro 3kOHOMHUUYECKOTO CO03aY.

Remarks : The Product confirms to ND/ _ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpebopaHuam HJI 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarorosneHo: IIpoBepeHo: [Tpoeepeno (AOK): | OnobpeHo: Obecneuerne kauectea/OTBETCTBEHHOE JIULIO!
Pravesh Rana Pardeep Kumar Amit Kumar
Shvon)
menall ASE 0
= —
~ i
Date / Date / Date / Date / \\t )\J/ S (O >
Hara: 16.05.2026 Hara: 16.05.2026 | Hara: 16.05.2026 Jara: ) _/\T o ?//C?

=
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