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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: Llerpun® Tabnerku, NOKpbITLIE TUIGHOUHO obonoukol, 10 Mr

Market / Peinok : Russia / Poccus

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

Cepnsn Ne 8 RIGE2E Pasmep cepuu *25,00,000 Tab

Analytical Repourt No./ . 890001870848 Date of Analysis / 23.03.2026

AnaauTnueckuii oryer Ne JlaTa ananusa

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

JlaTa npoi3BOACTBA I'ogen 0

Mfg. License No. / .

Ipou3BoaCTBeHHAas : MNB/05/263 M mamibers ) : JIII-Ne(005456)-(PT-RU)
Homep PY

anuensns Ne

Analysis performed according to ND: / Anaaus nposenen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH ynakoBK# yTBepikaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI yIaKOBKH yTBepkaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne [Test / Ioka3zaresb Result / PesynbTaTh! Specification / Hopma

1 | Description / Onucanue White coloured, round, biconvex film | White or off-white coloured, round, biconvex
coated tablets with a break line on one | film coated tablets with a break line on one
side. White core on cross section. /|side. White to off-white core on cross section.
Kpyrnsle aBosikoBelmykible Tabnerky, |/ Kpyrnbie [BOSKOBBINYK/bIE TabMeTKH,
NOKPBITBIC  IUIEHOYHOH  000JIOUKO# | HOKPBITEIE MIEHOYHOM 060s0uKOi Genoro
Genoro upera, C pPHUCKOM Ha OJAHO} | MJIM MOYTH HENOro LBETa, C PUCKOM Ha OAHOM
cropoHe. Ha nonepeunom paspese —|cropore. Ha monepedrom paspese sapo ot

s1po 6en0oro LBeTa. 6enoro no nourwu Genoro LgeTa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: INponykr coorsercTByeT TpeGopanusm HJI 3akniouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToprorosneHo: IIpoBepeHo: Ilpoeepeno (AOK): | Onobpeno: Obecneuenue kauectsa/ OTBETCTBEHHOE JIMLO:
Yogesh Chaphan Pravesh Rana Amit Kumar
; >
A }D\D

Date / Date / Date / Date /
Jlata: 23.03.2026 Jlata: 23.03.2026 | Jlara: 23.03.2026 Jlara: 2.1 23~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - SGG034, 1 gana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@driaddys.com
CIN: L85195AP1984PLCO0O4S07
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LletpuH® TabneTkH, MOKpBIThIE MIEHO4HOH 06osi0ukoH, 10 Mr

Market / PboiHok : Russia/ Poccus

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

Cepusi Ne t Wanlload Pa3mep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001870848 Date of Analysis / 23.03.2026

Anaautuyecknii otyeT Ne Jlara anaausa

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

JlaTa npou3BoACTBA Topen go

Mfg. License No./ .

Iponssoncraennas . MNB/05/263 MA number: { JITI-Ne(005456)-(PT-RU)
Homep PY

JIMIeH3Hs Ne

Analysis performed according to ND: / Anaaus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOIi yNaKkOBKH yTBep:KaeHnsl: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNnakoBKHU yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepsxaen: 15.05.2024

[Result/ Pe3yabTaThl

Specification / Hopma

Ne | Test [ Iloka3aTeJib

2 Identification /
Nnentudpnkauns
HPLC / BXX

[The retention time of the main peak in
the chromatogram of test solution
icomplies with the retention time of the
main peak in the chromatogram of
Cetirizine Hydrochloride reference
standard solution. / Bpems ynepsxusaHus
OCHOBHOT'O [TMKa Ha XpOMaTorpamMme
VICTIBITYEMOTO pacTBOPa COOTBETCTBYET
BPEMEHH yJepPIKHBAHHSI OCHOBHOTO MHKa
Ha XpOMaTorpamMMe CTaHAapTHOTO
pacTBOpa LUETHPH3UHA TMAPOXIIOPHIA.

[The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

Bpewms ynepHBaHHs OCHOBHOTO TMKa Ha
XpOMaTorpamMmme HCIbITYEMOrO pacTBopa
[IOJDKHO COOTBETCTBOBATH BPEMEHH
yIep>KHBaHHUA OCHOBHOTO MHUKA Ha
XpOMaTorpaMMe CTaHAAPTHOrO pacTBopa
LETHPU31HA TUApoxJiopya (pa3aen
«KonuuecreeHHOE onpenieneHne).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanue: IIpoaykt cootBeTcTByeT TpeboBanuam HJI 3akarouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroroeneHo: IpoBepeHo: [Mposepeno (AOK): | Omobpeno: Obecnieuenme kauecTsa/OTBETCTBEHHOE JIULIO:
Yogesh Chauhan Pravesh Rana Amit Kumar
>
A
: =
/ /\ il » \ il sl
P
Date / Date / Date / Date /
[ara: 23.03.2026 | Jlata: 23.03.2026 | Jlara: 23.03.2026 | Jlata: 2 32%~202(
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydarabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@direddys.com

CIN: L85195AP1984PLCODAS0T
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Hpoaykr: Lletpun® Tabaerku, NOKphIThie NIeHOYHOH 060a0uKOlH, 10 Mr

Market / PoiHok : Russia/ Poccust

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

Cepusi Ne § Dl Pazmep cepun 25,00,000 Tab

Analytical Repovrt No. / . 890001870848 Date of Analysis / 23.03.2026

AHannTu4eckuii oTuer Ne JlaTa anaansa

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

Jara npoussojacrsa T'oaen ao

Mfg. License No. / .

Ipon3BoACTBeHHAS : MNB/05/263 pAA. manbets { JIN-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according to ND: / Auanu3s nporenen mo H/I: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeThl mepBHYHON YNAKOBKH yTBepxKaeHbr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpu4HO#i ynaKoBKH yTBepxaeHs: 17.02.2025
PL approved: / JIB yreepaaen: 15.05.2024

Ne

Test / Iloxa3zaTenn

Result / PesyabTaThi

Specification / Hopma

'UV- spectrophotometry /
Y @- cnekrpodoromerpus

Complies / CooTBeTCTBYET

he UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
isolution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
wavelengths with an allowed variation of £2
nm. / Y ®-cnekTpbl NOrJIOIEHHs!
HCIBLITYEMOrO pacTBOpa U CTaHAAPTHOTO
PacTBOpA LIETUPU3MHA THAPOXJIOPU/A B
otnactit ot 200 no 400 HM LODKHEI UMETH
MAKCHMYMBI MOTJIOLLEHHUS NPU OOHOM U TOK
)K€ JUTHHE BOJIHBI C JIOMYCTUMBIM
OTKJIOHEHHEM + 2 HM.

Dissolution / PacTBopenne

96 %; 97 %; 97 %; 98 %; 100 %; 99 %

Not less than 80% (Q) of the labeled amount
of C21HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMUHANBLHOTO COAEPKAHHUS
C»1HasCIN,O3: 2HCI (uetrpusuna
Mruapoxnopun) yepes 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanne: Ipoaykr cooTBeTcTBYeT TpeboraHusam HJL

Conclusion

: APPROVED /
3axmouenne: OJJOGPEHO

Prepared by /
[ToaroroeneHo;
Yogesh Chaupan

Checked by /
[IpoBepeHo:
Pravesh Rana

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

ot

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecneuenue kauecTBa/OTBETCTBEHHOE JIUIIO;

3

\ &Y~

y
Date/

Jlara: 23.03.2026

Date /
Jara: 23.03.2026

Date /
Jlara:

Date /
Hara: 23.03.2026

2. V22~282¢4

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: maii@direddys.com

CIN: L85185AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

[poaykr: Llerpun® rabnerku, NOKpeIThie TUICHOUHOH ofosoukoi, 10 Mr

Market / Poinok : Russia/ Poccust

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

Cepust Ne S Pazmep cepin 25,00,000 Tab

Analytical Repovrt No./ . 890001870848 Date of Analysis / 23.03.2026

AHaJHTHYeCKHii oTueT Ne JlaTa anaau3sa

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

JlaTa npou3sBoacTBa Toxen o

Mfg. License No. / .

IIpou3BoACTBEHHAS : MNB/05/263 MAmumber; { JITI-Ne(005456)-(PT-RU)
Homep PY

aunuensusi Ne

PL approved: / JIB yrBepaaen: 15.05.2024

Analysis performed according to ND: / Auanu3s nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOIi yTaKOBKH yTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOMH YNTaKOBKH yTBepxaeHbl: 17.02.2025

Ne lTest/ IoxazaTenn Result / PesysabTaTbl Specification / Hopma

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOpOIHOCTEL JO3HPOBAHHBIX 2.6 than 15.0 / ITokasaTtens npueMiaeMocty (AV)
!emmuu oJpkeH ObITh He Gostee 15,0.

WWW

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: [Ipoaykr coorercTBYeT TpeGoBanuam HJI 3axaiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarotornexo: IpoepeHo: Ipoeepeno (AOK): | Onobpeno: Obecneuenue kauectea/OTBETCTBEHHOE JIMLIO:
Yogesh Chauhan Pravesh Rana Amit Kumar
V2
/ - 1 B
Date /™ Date / Date / Date /
Jlara: 23.03.2026 | Jlata: 23.03.2026 | [ara: 23.03.2026 | Jara: 2 322~ 2024
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - langana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@cdrraddys.com
CIN: L85195AP1984PLCO04507

drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Llerpun® Tabnerku, NOKphIThIE MIIEHOUYHOH 06010ukoH, 10 Mr

Market / PoiHok : Russia/ Poccus

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

Cepus No £ VRS Paszmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001870848 Date of Analysis / 23.03.2026

AHanuTu4eckuii oTueT Ne JlaTa ananusa

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

JlaTta nmpon3BoACTBA I'oxeH 1o

Mfg. License No. / .

IiponssoscTeennas : MNB/05/263 ki ISt (S JITI-Ne(005456)-(PT-RU)
Homep PY

JnueH3nsa Ne

Analysis performed according to ND: / Ananu3 nposeaen no HJ/L: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBH4YHOM ynakoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO#i yTakOBKH yTBepxkaeHbl: 17.02.2025
PL approved: / JIB yrBep:xkaen: 15.05.2024

5 Impurities / [Ipumecn

Impurity A /
Ilpumecs A Below LOD (LOD =0.005 %) / Huxe

npenena o6Hapyxenus (ITO = 0,005 %) [Not more than 0.2 % / ne Gosee 0,2 %
Impurity B/
[Tpumecs B 0.04 % INot more than 0.2 % / ne 6onee 0,2 %
Impurity C/ Below LOD (LOD =0.006 %) / Hiwke [Not more than 0.2 % / »e 6onee 0,2 %
IIpumecs C nipenena obHapyxenus (I10 = 0,006 %)

Below LOQ (LOQ = 0.003 %) / Huxe
Impurity D / rpe/iena KOJMMYECTBEHHOTO ONpe/leNieH s LNot more than 0.2 % / He 6onee 0,2 %
[Tpumecs D (TTKO = 0,003 %)

Below LOQ (LOQ = 0.023 %) / Huxe
Impurity E / npesena KosmyecTBeHHoro onpeaeneHusNot more than 0.2 % / e 6onee 0,2 %
[pumecs E (ITKO = 0,023 %)
[mpurity F / Below LOQ (LOQ = 0.041 %) / Huxe LNot more than 0.2 % / ue 6onee 0,2 %
[Ipumecs F rnpeaena KoJM4eCTBEHHOro OnpeaeneHus

(ITKO = 0,041 %)

Remarks : The Product confirms to ND/
ITpumeuanne: Iponykr coorBercTByeT Tpebopanusm HJI

Conclusion : APPROVED /
3axiaoyenue: OJJOGPEHO

7

Vi

-

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoxnrorosneHo: I[TposepeHo: [Mposepeno (AOK): | Opobpeno: Obecneuenune kauecTBa/OTBETCTBEHHOE JIHLIO:
Yogesh Chauhan Pravesh Ran Amit Kumar

7

2

Tel: +91 40 49

CIN: L8

Date/ Date / Date / Date /
Jara: 23.03.2026 Jlata: 23.03.2026 | Jara: 23.03.2026 Jlata: 2.1 22~202€
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
' 00 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

,AP1984PLCO0450
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: Lletpuu® TtabnerTky, NOKpuiThie MieHo4HOI 06on04koi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne g V2600524 Pasmep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 890001870848 Date of Analysis / 23.03.2026

AHaJuTHYeCKHI oTyeT No JaTta anannza

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

JlaTa npousBoacTBa T'ogeH go

Mfg. License No. / .

Ipon3BoAcTBeHHAs : MNB/05/263 N nanibex: / : JI[I-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according to ND: / Anannus nposenen nmo H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makers! nepBUYHOIT ynakoBkH yTBepxkaenn:: 12.11.2024
Artworks of secondary package approved: / MakeTb! BTOPUYHOI1 ymaKkoBKH yTBepxkaeHnl: 17.02.2025
PL approved: / JIB yrsepxaen: 15.05.2024

Any individual unidentified INot more than 0.2 % /
impurity / Jlro6as equuuunas Below BDL (BDL= 0.05 %) / Huxe  [1e Gonee 0,2 %
HEeMAEHTH(OHLIPOBAHHAS IPUMECh nopora perucTpanuu

(ITP =0,05 %)

Total impurities / 0.041 % Not more than 2.0% /

Cymma npumeceit He 6onee 2,0%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: [poaykT coorsercreyeT TpeGoanmsam HIT 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
INoarorosneHo: [Tpoeepeno: ITpoeepeno (AOK): | Omobpeno: Obecneuenue kauecTsa/OTBETCTBEHHOE JIULIO:
Yogesh Chauhan Pravesh Rana Amit Kumar M

/ ﬁ/ A R

Date / Date / Date / Date /
Hata: 23.03.2026 Hara: 23.03.2026 Jara: 23.03.2026 Jara: 3 fog'—ﬁ%26

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drready
CIN: L85195AP1984PLCO0O4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A
Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LeTprH® TabaeTKH, MOKPHITHIEC MUIEHOUHO# 060104Koid, 10 Mr
Market / PpiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepiisi Ne R Pasmep cepunt 25,00,000 Tab
Analytical Repourt No./ . 890001870848 Date of Analysis / 23.03.2026
AHANUTHYECKHH oTyeT No JlaTa anaau3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
Jata npon3BoacTBa Tonen no
Mfg. License No. / .
NpouseoacTsennas : MNB/05/263 MA number:{ JITI-Ne(005456)-(PT-RU)
Homep PY
JnueH3nsa Ne

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposeaen no HJL: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YNaKOBKH yTBepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHO# ynakoBKH yTBepxaenni: 17.02.2025

Ne | Test/ HoxasaTtean

Result / Pe3ysabTaTh!

Specification / Hopma

6 Water content /

Coaepmxanne Boabl

7 Microbiological purity*® /
MukpoGuosioruyeckas
yHcToTa®

a) Total aerobic microbial count /
O6Lee Y1cio a3poOHbIX
MHKpPOOPraHU3MOB

3.3%

Less than 10 CFU/g /

Menee 10 KOE/r

b) Total combined yeasts and
mould count / O6uiee yncio
IPO’KKEBBIX M [UIECHEBBIX rpHOOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 8.0% /
He Gonee 8,0 %

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

INot more than 100 CFU/g /
He 6onee 100 KOE/r

c) E. coli Absent in 1g/ OtcytctByer B 1r Shall be absent in 1g/ OtcytctBue B 1 1
8 Assay / KonnuecTBennoe From 9.0 mg to 11.0 mg of
ompepaesieHHe C21H,sCIN>O3-2HCI (Cetirizine
10'07{’85 /713’07 B Dihydrochloride) in tablet (90.0 % to 110.0 %
. (4

of label claim). / Ot 9,0 Mr go 11,0 mr

Ca1H>sCIN2O;- 2HCI (uetnpusuna

Remarks : The Product confirms to ND/
Ilpumeuanue: ITpoaykrt coorBercTByeT TpeboBaHuaM HJI

Conclusion : APPROVED /
3axnovyenue: OJIOBPEHO

Prepared by /
IToarorosneHo:
Yogesh Chauhan

Checked by /
IIpoBepeno:
Pravesh Rana

q

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

o

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JINIIO:

(7>

/

7
]
Date /

Jara: 23.03.2026

Date /
Jlarta: 23.03.2026

Date /

Hata: 23.03.2026 JHara:

Date /

2 2232~ 1026

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50083

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

CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Npoaykt: LleTpuH® TabnerkH, NoKpbiTeie MIeHo4yHoi obonoukoi, 10 mr

Market / Poinok : Russia/ Poccus

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

Cepust Ne i Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001870848 Date of Analysis / 23.03.2026

AHanuTHueckuii oTyer No Jlata aHaan3a

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

JlaTa npousBoacrsa TogeH ao

Mfg. License No. / .

IIpou3BoACTBEHHAS : MNB/05/263 M muilier: / JITT-Ne(005456)-(PT-RU)
Homep PY

JIMLeH3H5 Ne

PL approved: / JIB yreepaxaen: 15.05.2024

Analysis performed according to ND: / Anann3 npoeegen o HJ/L: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOH YNaKOBKH yTBepakaennr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi yaKoBKH yTBepakaeHbl: 17.02.2025

Jlenenue Tabaerox

Ne Test / [lokazaTeas Result / Pe3yabTaThi Specification / Hopma
nmurunpoxiopun) B tabnerke (ot 90,0 % mo
110,0 % OT HOMHUHAJILHOT'O COAEp>KaHUS).

9 Subdivision of tablets / 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. /
TabneTky COOTBETCTBYIOT TPeOGOBaHHSM, €CITH
He Gosiee 1 eMHUYHAS Macca OTKIIOHAETCS 32
npenens! 85%-115% ot cpeaneii Macchl.
TabneTku He COOTBETCTBYIOT TPeOOBAHUAM,
ecnu 6osee yem 1 UHAMBUAYadbHAsA Macca
OTK/TOHSETCA OT 3THUX [PEACIOB W, ecnu |
MHAMBHAYaJbHAs Macca OTKIIOHSETCS 3a

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykt coorsercTByeT TpeboBanuam HJL

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IloarotoBneHo: [IpoBepeHo: Ipoerepeno (AOK):
Yogesh Chauhan Pravesh Rana Amit Kumar

i

2 /\/\/

Approved by: Quality Assurance/Authorized person /
Opnobpeno: Obecneuenne kauectBa/OTBETCTBEHHOE JIULIO:

)

Date /
Jara: 23.03.2026

Date /
Jara: 23.03.2026

Date /

Mara: 23.03.2026

Date /
JlaTa:

2.3 22~2026

Registered Office: 8-2
Tel: +91 40 4900 2900, Fax:

337, Road No. 3, Banjara Hills, |
+91 40 4900 299¢

CIN: L85195AP1984P1.CO0450/
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LlerpuH® TabsieTku, NOKPHIThIE MIIEHOYHOH 060104K0i#, 10 Mr

Market / PoiHok : Russia/ Poccus

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

Cepusi Ne k ¥ao40s52d Pa3mep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001870848 Date of Analysis / 23.03.2026

AHanuTHyeckuii oTuer Ne JlaTta ananusa

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

Jlata npon3soacTsa I'opmen a0

Mfg. License No. / ]

ITpousBoacTBeHHAsA : MNB/05/263 A tumhets JITI-Ne(005456)-(PI"-RU)
Howmep PY

Jgnuensusa Ne

Analysis performed according to ND: / Anann3 nposeaen o HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTnl nepBU4HONH yNnakoBKH yTBep:kaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIT yIaKoBKH yTBepxaAeHbl: 17.02.2025

PL approved: / JIB yreepaaen: 15.05.2024

Ne Test / [TokazaTeanb Result / PeyabTaTsl Specification / Hopma
npenensl 75%-125% ot cpennei Macchl.
10  |Package/Onucaune ynaxoskn |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerok B la carton. / [o 10 TaGnerok B
[IBX/TIBJIX//amomunueBom Giucrepe. [[IBX/TIBJIX//amomunnesom 6nuctepe. 1o 2
[To 3 Gnucrepa BMecTe C JIUCTKOM- uin 3 GancTepa BMECTE C JINCTKOM-
BK/IaJ(bI1IIEM YMAKOBaHBI B Ma4Ky BKJIA/IbILIIEM YTTaKOBAHBI B MAYKY KAPTOHHYIO.
KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B coorBercTBuM ¢ paspenom 1.3.2
MO/YJIA 1 perHcTpalHOHHOTO JOChE.
12 Storage conditions / YenoBus  [At temperature not higher than 25 °C / Ilpu Temneparype ue Boiiue 25 °C.
XpaHeHHS
13 Shelf-life (storage period) / Cpox[3 years. / 3 roga.
FOAHOCTH (CPOK XpaHEeHHsT)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Ilpoaykr cooTseTcTBYET TpeboBanuam HI 3axnouenne: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
Tloarorornexo: INpoeepeno: Ipoeepero (AOK): | Ono6peno: Obecrnieuenue kayectea/OTBETCTBEHHOE JIULIO:
Yogesh Chauhan Pravesh Rana Amit Kumar 0
3 0

7 A2 (B
Date / Date / Date / Date /
Jlata: 23.03.2026 | Jlata: 23.03.2026 | Jlata: 23.03.2026 | [lara: 23 23~2024

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 29

CIN: L85195AP1984PI.CO04507

www. drreddys.com

Email: mail@dr

addys.com
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
M poayxkr: LleTpuH® TabneTkH, NOKpPHIThIE MIEHOUHOH 060104Koi, 10 Mr

Market / PbiHok

: Russia / Poceus

JuueH3usa Ne

Batch No./ . Batch Quantity / 25,00,000 tab /
Cepusn Ne § ¥astnada Paszmep cepuu 25,00,000 Tad
Analytical Repovrt No./ . 890001870848 Date of Analysis / 23.03.2026
AHanuTHUYeCKHif oTyeT Ne JlaTa ananu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa T'onen go
Mfg. License No. /
MA number: /
IIpousBoacTBEeHHAA : MNB/05/263 Howmep PY JITI-Ne(005456)-(PI'-RU)

Analysis performed according to ND: / Ananus nposeaen no H/L: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / Makersl nepBHYHOI yTaKOBKH yTBepskaAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOH yNaKOBKH yTBepxkAeHbl: 17.02.2025
PL approved: / JIB yrBepskaen: 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. / [IpopoauTcst TpOU3BOAUTENEM NPH BBIMYCKE MEPHOAUYECKH: A Kaxaoit 20-oi
cepuu uiu He MeHee 1 pasa B roa. Ilokaszarens moxet 6bITh He BiutodeH B CepTudmkar aHanusa GupMsl.

Remarks : The Product confirms to ND/
Ipumesanne: Ipoaykt coorsercTayeT Tpebosanuam HJT

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

>

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroToBeHo: [NposepeHo: IlposepeHo (AOK): | Opobpeno: Obecneyenne kauecTra/ OTBETCTBEHHOE NULO:
Yogesh Chauhan Pravesh Rana } Amit Kumar

Date/ Date / Date / Date /
Jlata: 23.03.2026 | Jlata: 23.03.2026 | Jlata: 23.03.2026 | [lara: 2.8 23—~2028
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, hidia
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CiN; L85195AP1984PLCO04AS507

www.drreddys.c

com
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

MpoaykT: Lletpuu® TabneTkH, MOKpbiThie N1eHOUHOH 06osoukoii, 10 Mr

Market / Poinok : Russia/ Poccus

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

Cepusi Ne # ¥2n00524 Pasmep cepun 25,00,000 Tab6

Analytical Repovrt No./ . 890001870848 Date of Analysis / 23.03.2026

AnanuTHueckuii oryer Ne Jlata aHaausa

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

JlaTa npon3BoacTea TogeH 1o

Mfg. License No. / .

Npoussoncraensas : MNB/05/263 M munbers] JITI-Ne(005456)-(PT-RU)
Homep PY

Jnuensus Ne

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen mo HJI: JITT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOi1 YNIaKOBKH yTBep:kaeHb: 12.11.2024
Artworks of secondary package approved: / MakeTnbl BTOpHYHOI yNakoBKH yTBepaxaeHbi: 17.02.2025

API name / Haumenoaune ADC:

Cetirizine dihydrochloride / Lletupusuna aurnapoxnopusa

INN / MHH:

Cetirizine / Lletnpuzun

API manufacturer batch number /
Howmep cepun npoussoanrens A®C:

BT00-25060

FP Manufacturer API Batch number /
Homep cepun cyderanuun npoussoauresns IJIdD:

FETAO00078

API Manufactured by, address & country /
IIpoussoautens A®C, aapec u cTpana:

Glochem Industries Private Limited,
Survey No. 174 to 176, [.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Mupactpuec [paiiput Jlumuren,
Vuactku Ne 174-176, U. 1. A., Bonnapam, Canrapenau
Juetpukr - 502 325, Xaiinapa6an, wrat Tenaurana, Muaus

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

HaumeHoBaumue, agpec, NTHLEH3HA A5
IIpousBoacTBenHas miaomaaka / [lnomaaka KoHTpos
kayecrsa / [Inomaakxa Beinmycka

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 Jltn.,
[MpoussoncTeenHoe noapasaenenue-6, Bumn. Kxones, Hanarapx
Poyn, banau, Auctpukt Conan, X.I1., 173205, Muaus
(JTunenzus Noe 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 /
Hpumeuanne: [Ipoaykt coorBeTcTByeT TpedoBanusm HT 3axaoyenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorosnewo: ITpoBepeHo: Ipoeepero (AOK): | Onobpeno: Obecneuenrie kayectea/ OTBETCTBEHHOE JTULQ:
Yogesh Chauhan Pravesh Rana Amit Kumar
AN /@
— / }.9
Date / Date / Date / Date /
Jlata: 23.03.2026 | Jlata: 23.03.2026 | Jlata: 23.03.2026 | Jlara: 2% 2-2024
Registered Office: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telengana, incia

Tel: +91 40 4900 2900, Fax: +91 4C 4900 29

CIN: L85195AP1984P!

www drreddys.c

, Email: maii@drredadys com
COo4507
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaywr: Lletpuu® Tabnerku, NOKpbIThIE MIEHOUHOH 06004KOH, 10 MT

Market / Poitok : Russia / Poccus

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

Cepusn Ne e Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001870848 Date of Analysis / 23.03.2026

AnanuTuyeckuii oTyet Ne Jlata ananan3a

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

Jara npouseoacrsa T'ogen xo

Mfg. License No. / .

[IpoH3BOACTBEHHAS : MNB/05/263 L s ¢ JITT-Ne(005456)-(PT-RU)
Homep PY

Junensna Ne

Analysis performed according to ND: / Ananus nposeaen no HJ/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / Makersl nepBH4YHO/ YIaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI yNaKOBKH yTBep:kAeHbl: 17.02.2025
PL approved: / JIB yreepasen: 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». /

3aknoueHHe 0 cooTBeTcTBUM: «HacTosmum s MOATBEp>K/Iato, UTO NMPHBEACHHAs Bbllue HHGOpMaLUs SBJIAETCS AOCTOBEPHOH U
TOYHOM. DTa Cepus MPOLYKUMHM NpoM3BelAeHa (BKIJIOYAs YMakoBKY (MapKUpPOBKY) M KOHTPOJb KAuECTBA) HA BBILIEYKA3aHHOM
TIPOM3BOJICTBEHHOI Mlolaake (MJIOLafKaxX) B [IOJHOM COOTBETCTBUM C TpeboBaHuamu [IpaBun Hajynesxaieil NPou3BOACTEEHHOM
npakriku EBpasuiickoro skoHomunyeckoro cotosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeboBanusmu
KOHTPOJIS| KAYECTBA JIEKAPCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBUH CO CNELUMUKALMIMH, COAEPIKALLUMUCS B PETUCTPALIMOHHOM
JIOChE CTPaHbI-MUMMNOPTEpPA. 3aMUCH MO MPOU3BOACTBY, YNAKOBKE M aHANM3y NPOBEPEHBI, U YCTAHOBJEHO MX COOTBETCTBHE
TpeboBanuam [IpaBun HajutexKalleil NPOU3BOJCTBEHHOM NMPakTHKKU EBpa3suiickoro SkKOHOMHU1ECKOro COI03a.

Conclusion : APPROVED /
3akawuenue: OJIOGPEHO

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoayxt cooTBeTcTBYET TpeboBanusam HJL

Prepared by /
IMoarorosnexo:
Yogesh Chauhan

Y

Checked by /
IIposepeHo:
Pravesh Rana

Checked by (AQA) /
[TpogepeHo (AOK):
Amit Kumar

A

Approved by: Quality Assurance/Authorized person /
OpobpeHo: Obecneuenue kauectsa/ OTBETCTBEHHOE JIULIO:

Y

Date /
Jara: 23.03.2026

Date /
JHara: 23.03.2026

Date /
Jara: 23.03.2026

Date /
Jara:

2.7 §~"282£

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024,

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@dreddys.com
CIN: L85195AP1S84PLCDO4507

wwwdiredadys.com






