Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lletpu® TabneTKH, NOKPLITEIC UICHOYHOH 000104koi, 10 mr

Market / Prinok : Russia / Poccust

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

Cepust No § Vaollse Pa3smep cepuu ©25,00,000 Tab

Analytical Repourt No./ . 890001872489 Date of Analysis / 21.03.2026

AHaJUTHYECKHH O0TYeT Ne JlaTa ananu3a

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

JlaTta npou3BoacTBA I'onen go

Mfg. License No. / )

MpousBoxCTEeHHAR : MNB/05/263 LA o/ JIM-No(005456)-(PT-RU)
Homep PY

auueHsusa Ne

Analysis performed according to ND: / Auanus nposeagen no HJL: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIi ynTaKkoBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTrbl BTOpHYHO# yIaKOBKH yTBepskaeHbl: 17.02.2025

PL approved: / JIB yrBep:xaen: 15.05.2024

Ne Test / TlokazaTenan

Result / PesyabTaTsl

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film

coated tablets with a break line on one
side. White core on cross section. /
Kpyrnele [BOSKOBBIMYKJble TabneTku,
NOKPBITHIE  TJICHOYHOW  000JI04KOMH
Oesoro LBETa, C PUCKOW Ha OIHOH
cTropoHe. Ha monepeduHoM paspese —
apo 6enoro LBETA.

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.
/ Kpyraele nBOAKOBBINYKJbIE TabNETKH,
MOKPBITbIE T[JIEHOUHON oOonoukol 6Genoro
WK TIOYTH O€ENoro LBeTa, C PUCKOM Ha OHOM
cropoHe. Ha monepeuHom paspese sapo or
6es0ro n0 MoutH 6esoro LBeTa.

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

Ilpumeuanne: Iponykr coorsercrayer TpedosaHusam HJ1 3axmouenne: OJOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorornexo: IpoeepeHo: Iposepeno (AOK): | OnobpeHo: ObecneueHue kauecTBa/OTBETCTBEHHOE JIULO:
Ramakant Pardeep Kumar Amit Kumar

Date / Date / Date / Date / 2% 03" 1A

Hara: 23.03.2026 Hata: 23.03.2026 | Jlara: 23.03.2026 Hara:
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Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Mpoaykr: LleTpua® TabneTKH, MOKPHITHI

Product: Cetrine® film coated tablets, 10 mg

€ ruieHo4Ho# obooukoit, 10 mr

Market / Poinok : Russia / Poccus

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

Cepus Ne & Y2000562 Pa3mep cepu 25,00,000 Ta6

Analytical Repourt No./ . 890001872489 Date of Analysis / 21.03.2026

AHa/JIUTHYeCKHH oTYeT Ne Jara ananunza

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

JlaTa npou3BoACTBA ToxeH 10

Mfg. License No. / ]

T s— . MNB/05/263 A TS 4 JITT-Ne(005456)-(PT-RU)
Homep PY

JuueH3zns Ne

Analysis performed according to ND: / Ananus nposeaed mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makern! nepBH4HOI yNaKOBKH yTBepxAeHbl: 12.11.2024

Artworks of secondary package approved: / MakeTb! BTOPHYHOIl YTaKOBKH yTBepxAeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne Test / IlokazaTeab

Result / PesyabTaTbi

Specification / Hopma

2 Identification /

Haentnduxanus

HPLC / BOXX

The retention time of the main peak in
the chromatogram of test solution
complies with the retention time of the
main peak in the chromatogram of
Cetirizine Hydrochloride reference
standard solution. / Bpems yaepxupaHus
OCHOBHOTrO M1Ka Ha XpoMaTorpamme
MCILITYEMOrO PacTBOpa COOTBETCTBYET
BpeMeHH yaep>KUBaHUS OCHOBHOrO MTHKa
Ha XpOMaTorpamme CTaHJapTHOro
pacTBopa LeTHpH3HHA PHAPOXIOPHAA.

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").

Bpems ynep>xMBaHMs OCHOBHOTO IHKA Ha
XpoMaTorpaMmme UCIbITYEMOro PacTBopa
JIOJDKHO COOTBETCTBOBAThH BPEMEHH
yIAEP>KUBAHUS OCHOBHOTO MHKa Ha
XpoMaTorpaMme CTaHAapTHOTO pacTBopa
LeTUPU3MHA TUAPOXJIopUAa (pa3aen
«KonuuecTBeHHOE OMpeieseHne).

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykt cooTBeTcTRYET Tpeboranusam HJI

Conclusion : APPROVED /
3axmwyenue: OJJOSPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoaroroBieHo: ITpoBepeno: TIposepeno (AOK): | Ono6peno: ObecnieueHue kadecTBa/OTBETCTBEHHOE JIMLO:
Ramakant Pardeep Kumar Amit Kumar M

2 B Y S LY
Date / Date / Date / Date'/ 21, rvib
Hara: 23.03.2026 Hara: 23.03.2026 | Hata: 23.03.2026 Hara:




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTpun® TabneTku, NOKPbIThIE MIIEHOUHOH 000J0uKO#i, 10 Mr

Market / Peisok : Russia / Pocensa

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

Cepusi Ne 3 V2600562 Pasmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001872489 Date of Analysis / 21.03.2026

AHanuTuyeckuii oTuet Ne Jarta aHaanza

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

Jlata npou3BoACTBA Tomen go

Mfg. License No. / .

MpousBoacTBeHuast : MNB/05/263 e MOMLEE JITT-Ne(005456)-(PT-RU)
Homep PY

JuueHsua Ne

Analysis performed according to ND: / Auanus nposeaex no H/: JITT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOIi yIaKoBKH yTBepaxaensnt: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOMN yNakoBKH yTBepxaenni: 17.02.2025
PL approved: / JIB yrBep:xaen: 15.05.2024

Ne Test / Ilokazarenn

Result / PesyabTaThbt

Specification / Hopma

UV- spectrophotometry /
Y ®- cnexTpodoromerpust

Complies / CooTBercTByET

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®-crnekTpbl NOrjomeHms
MCIBITYEMOTO PAacTBOPa W CTAHAAPTHOTO
pacTBOpa LIETUPU3UHA THOPOXIOPUAA B
obnactu ot 200 no 400 HM AOIKHBI UMETH
MAKCHMYMBI MOrJOLIEHuUs TTPU OAHOMN U TOM
ke JUIMHE BOJIHBI C JOMYCTUMEIM
OTKJIOHEHHEM + 2 HM.

3 Dissolution / PacTBopenne

101%; 99 %; 96 %: 97 %; 101 %; 101%.

Not less than 80% (Q) of the labeled amount
of C21HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHANBHOTO CoAEpXKAHUA
C21H2sCIN>O5- 2HCI (uetHpusnna

MIUIpOXJI0pUA) uepe3 30 MuH.

Remarks : The Product confirms to ND/
Ilpumeuanne: IponykT cootsercTBYeT TpebGOoBaHHUsiM HJT

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoaroTosneHo: IIposepeHo: Iposepeno (AOK): | Omobpeno: Obecnedenue kauecTBa/OTBETCTBEHHOE JTULO:
Ramakant Pardeep Kumar Amit Kumar

Date / Date / Date / Date /

Hara: 23.03.2026 Hata: 23.03.2026 Hata: 23.03.2026 Jara: %/> i i




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Llerpun® TabneTkH, NOKPbITHIE TIIEHOYHOK 06004KoMH, 10 Mr

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusa No RN Pa3mep cepuu 25,00,000 Tab

Analytical Report No. /

Date of Analysis /

S : 890001872489 21.03.2026
AHaJIMTHYEeCKHIT oTyeT No JlaTa aHanu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npon3BoACTBA T'onen o
Mfg. License No. /
MA number: /
IIpousBoacTBeHHAS : MNB/05/263 Homep PY JITT-Ne(005456)-(PT-RU)

aunen3us Ne

Analysis performed according to ND: / Ananu3s nposenen mo HJI: JIIT-Ne(005456)-(PI"-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4HOii yNaKoBKH yTBepaxkIeHnbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpPHYHOIT yTaKoBKH yTBepxAeHbl: 17.02.2025

PL approved: / JIB yreepxxaen: 15.05.2024

Ne Test / [loxazaTtens Result / PeynbTaThl Specification / Hopma -

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OAHOPOAHOCTEL AO3HPOBAHHBIX 5.5 than 15.0 / ITokazarens npuemnemoctu (AV)
eTUHHUL JokeH ObITh He Honee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITIpumeuanne: Ipoaykt cooTreTcTRYeT TpeboBaHusim HJI 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroTtosneHo: IlposepeHo: [TporepeHo (AOK): | Omobpeno: ObecneveHue kauectBa/OTBETCTBEHHOE JIULO:
Ramakant Pardeep Kumar Amit Kumar
et | A -4
= -
Date / Date / Date / Date/
~ruth
Jlata: 23.03.2026 | Jlava: 23.03.2026 | Jara: 23.03.2026 | Jlama: W%




Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: LleTpuH® TabnaeTku, MOKPbIThIC MICHOYHOH 060104KOMH, 10 M

Market / Poinok : Russia / Poccus

auieH3zust Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne k VeI Pazmep cepun 25,00,000 Tab
Analytical Repourt No./ . 800001872489 Date of Analysis / 21.03.2026
AunanuTuuecknii otyer Ne ~ JlaTa aHau3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
Jlata npousBoacTBa T'ogen ao
Mfg. License No. /
MA number: /
Ilpou3BoACTBEHHAS : MNB/05/263 Howep PY JITI-Ne(005456)-(PT-RU)

PL approved: / JIB yreep:xkaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposeaex no HJI: JITIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepeuuHOii ynakosku yrsepsaesn: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HOI1 yIaKkoBKH yTBepxAeHbl: 17.02.2025

1

npenena obHapyxeuus (IO = 0,005 %) ]iNot more than 0.2 % / e 6onee 0,2 %

jNot more than 0.2 % / ue Gosee 0,2 %

|
Below LOQ (LOQ =0.017 %) / Huxe [Not more than 0.2 % / e Gonee 0,2 %

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

'Not more than 0.2 % / ue 6osee 0,2 %

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

5 Impurities / [Ipumecn
Impurity A /
[Tpumecs A Below LOD (LOD =0.005 %) / Huxe
Impurity B /
[Ipumecs B 0.05 %
’ Impurity C/
‘I [Tpumecs C npesena KOMHYECTBEHHOTO Ofpe/ieeHHs
\ (IIKO = 0,017 %)
n
[ Impurity D / Below LOQ (LOQ = 0.003 %) / Huxe
[Tpumecs D npejiena KOJHYECTBEHHOTO OfpeaeneHHs
(ITKO = 0,003 %)
Impurity E / Below LOQ (LOQ = 0.023 %) / Huxe
[Npumecs E npesena KONMMYECTBEHHOTO ONpeieneHus
(ITKO = 0,023 %)
| Impurity F /
[Tpumecs F 0.04%

Remarks : The Product confirms to ND/
IMpumeuanne: IIpoaykTt cooTBeTcTBYET Tpebopanuam HJ

Conclusion : APPROVED /
3akaryenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonrorosneHo: IIpoBepeHo: Ilposepeno (AOK): | OnobpeHo: ObecneueHrie kauecTBa/OTBETCTBEHHOE JIULO:
Ramakant Pardeep Kumar Amit Kumar
B | | A 0
Date / Date / Date / Date/
~ 20
| Mara: 23.03.2026 Jara: 23.03.2026 | [ara: 23.03.2026 Jlara: p%2-0% e




Dr.Reddy’s ‘%'.

L ]

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IIponykt: Lletpuu® TabneTku, NOKPbITbIE MIEHOYHOH 060104KOM, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne s V2a00s62 Pasmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001872489 Date of Analysis / 21.03.2026
AHanuTH4eckunii oTueT Ne JlaTa aHaan3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
Jlara npou3BoacTBa Ioxen po
Mfg. License No. /
MA number: /
IIpousBoacTBeHHAR : MNB/05/263 Homep PY JITI-Ne(005456)-(PT-RU)

JuneH3us Ne

Analysis performed according to ND: / Anaaus nposeaen no HJ/L: JIII-N2(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOH YNaKoBKH yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTnbl BTOPHYHOI YNaKOBKH yTBep:xaeHbI: 17.02.2025

PL approved: / JIB yrBepxaen: 15.05.2024

Any individual unidentified
impurity / JIto6as exMHHYHas

HEeWJEeHTHDHLIMPOBAHHAS MPUMECH 0.05%
Total impurities /
Cymma npuMeceit 0.1%

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmiouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ToxrorosneHo: Iposepeno: IIpoeepeHo (AOK): | Onobpeno: Obecnieuenue kayecrsa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar W

Date / Date / Date / Date / Wr; "’

Hata: 23.03.2026 Hara: 23.03.2026 | Jara: 23.03.2026 Hata: 1B

>
¥ W f}‘;’;@'w




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: LletpuH® TabaeTKH, NOKpPbITHIE MIIEHOYHOH 060J104KO0H, 10 Mr

auuensust Ne

Market / Poisok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne b RGeS Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001872489 Date of Analysis / 21.03.2026
AnaautHueckuii oTuet Ne JlaTa aHanusa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa I'ogeH ao
Mfg. License No. /
MA number: /
IlpousBoacTBeHHA : MNB/05/263 Homep PY JITI-Ne(005456)-(PI"-RU)

PL approved: / JIB yreepaxkaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4HOIi yIaKOBKH yTBepaxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeThl BTOpH4HOIi yNakoBKH yTBep:kaeHb: 17.02.2025

Ne Test / IlokaszaTenn

Result / PesyabTaTnl

Specification / Hopma

6 Water content /

Copepxanue BoJbI

7 Microbiological purity* /
Mukpobuosiornyeckas
yucrora*

a) Total aerobic microbial count /
OO01ee 4ucio a3pobHbIX
MHKpPOOPTraHU3MOB

b) Total combined yeasts and
mould count / O61uee yncno
[IPONOKEBBIX U TIJIECHEBBIX rPHOOB

2.5%

NA

NA

NA

Not more than 8.0% /
He 6onee 8,0 %

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

9.88 mg /9,88 mr

98.8 %

c) E. coli Shall be absent in 1g/ OtcytctBue B 1 1
8 Assay / KosndecrBeHHOe From 9.0 mg to 11.0 mg of
onpeaegeHue C51HasCIN>O3- 2HCI (Cetirizine

Dihydrochloride) in tablet (90.0 % to 110.0 %
of label claim). / Ot 9,0 Mr oo 11,0 mr
(C21HasCIN2O;3- 2HCI (uetnpusnna

Remarks : The Product confirms to ND/

Ilpumeuanne: Iponykt coorBerctByer TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
INoarorosneno: IpoBepeHo: [Mposepeno (AOK): | OnobpeHo: O6ecnieuenue kauecTBa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar
@“V e [\,/\
= -
Date / Date / Date / Date / N2 0%, Sl
Jara: 23.03.2026 Hara: 23.03.2026 Jlarta: 23.03.2026 Hara:




Dr.Reddy’s Q':"

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Letpuu® TabneTku, NOKpbITHIE MIEHOYHON 0007104K0i#, 10 Mr

gaunenszun Ne

Market / Poidok : Russia / Poccus

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

Cepus Ne & V2600562 Pazmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001872489 Date of Analysis / 21.03.2026
AHanuTu4deckuii oTueT No JlaTa anann3za

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

JlaTa npou3BOACTBA TI'ogen po

Mfg. License No. / .

IpouzBoacTBEHHAA : MNB/05/263 PELATITORE JITT-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yTeepxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaed no HJ: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBu4HON yNnakoBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / Makersl BTOpHYHOH yNnakoBKH yTBep:xkaeHbl: 17.02.2025

| No Test / [lokazaTenb Result / PesyabTaThl

| Specification / Hopma

nuruapoxyiopun) B tabnerke (ot 90,0 % mo
110,0 % OoT HOMHHAJILHOTO COAEPAKAHHUSA).

9 [Subdivision of tablets /
Jlesienue TadsieToK

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. /
TabneTkn cooTBETCTBYIOT TpebOBaHUAM, €CIH
He Gonee 1 eAMHMYHASA Macca OTKIIOHSAETCS 32
npenensl 85%-115% ot cpenHeit Maccel.
TabneTky He COOTBETCTBYIOT TpeOOBAHUAM,
ecnu Goniee ueM | MHIMBUAYaIBHAs Macca
OTKJIOHAETCS OT ITHUX TMPEACNIOB WIH, eciu 1
WHAMBUYaJIbHAS Macca OTKIIOHSET S 3a

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykT cooTBeTCTBYET Tpedoranuam HII

CorIclusion : APPROVED /
3axmouyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloarotoBneHo: [IporepeHno: Iposepeno (AOK): | OnobpeHo: Obecneyenne kauecTra/OTBETCTBEHHOE JTHLO:
Ramakant Pardeep Kumar Amit Kumar
rJ)_’— & ’
= [\/ 4
Date / Date / Date /' Date / I W 24
Hara: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 Jlara: B




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: IleTpuH® TabneTku, HOKPHITbIE IEHOYHOH 0000uKOMH, 10 M

Market / Poinok : Russia / Poccust

NuueH3us Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne = NGO TIGa2 Pa3zmep cepuu 25,00,000 Tab
Analytical Repo“rt No./ . 890001872489 Date of Analysis / 21.03.2026
AHAJTHTHYECKHIT 0TUeT No JlaTa anannsa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa Iogen ao
Mfg. License No. /

MA number: /

2 TT-Ne(005456)-(PT -

IlpousBoacTBeHHAs MNB/05/263 Howmep PY JI ( 56)-(PT"-RU)

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Auanu3 nposeaen no HJ/L: JIIT-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTs! nepBHYHOI ynakoBKH yTBepaaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4YHOil YNaKOBKH yTBepiaeHbl: 17.02,2025

Ne Test / IlokaszaTenn Result / Pe3yjabTaThi Specification / Hopma
npenensl 75%-125% ot cpeuneﬁ‘maccm.
10 Package / Onucanue ynaxkosku |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 Tabneroxk B [a carton. / [To 10 Tabnerok B
[IBX/TIBJX//amomunueBom 6auctepe. [IBX/TIBJIX//amomunuerom Giucrepe. o 2 ,
[To 3 6mcTepa BMECTE C JIMCTKOM- unu 3 61ucTepa BMECTE C JIMCTKOM-
BKJIa/IbILIEM YIIAKOBAHBI B MaUKy BKJIA[IBIIIEM YITAKOBaHbBI B MAYKY KAPTOHHYIO.
KApPTOHHYIO.
11 Labeling / Mapkuposka Complies / CooTBeTCTBYET See Module 1, section 1.3.2 of registration
dossier. / B cootBercTBUH ¢ pasaenom 1.3.2
MoayJisi | perucTpalMoHHOro A0cke.
12 Storage conditions / YcesoBust At temperature not higher than 25 °C / Ilpu temnepatype He Boiwie 25 °C.
XpaHeHust |
13 Shelf-life (storage period) / Cpok3 years. / 3 ropa.
FOAHOCTH (CPOK XPAHEHHS)

Remarks : The Product confirms to ND/
Ipumeyanue: IMpogykT cooTBeTcTBYeT TpeboBaHusim HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[oaroroBneHo: IpoBepeHo: IpoeepeHo (AOK): | Omobpeno: Obecneyenue kauecTBa/OTBETCTBEHHOE JIMLO:
Ramakant Pardeep Kumar Amit Kumar W

_ ” ~
Date / Date / Date / Date / 9. %-0% - 2040
Hara: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 Jlara:




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykT: Letpun® TabneTkH, MOKpuIThIE MIEHOUHON 06010uKOH, 10 MP

Market / Poinok : Russia / Poccus

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

Cepus No £ V2600562 Pa3mep cepun *25,00,000 Tab

Analytical Repo“rt No. / . 890001872489 Date of Analysis / . 21.03.2026

AHATUTHYCCKHIT oTUeT No JlaTa anaauza

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

JlaTa npou3BoacTBa TI'ogeH go

Mfg. License No. / .

Ipou3BoACTBeHHAS : MNB/05/263 R ST JIT-Ne(005456)-(PT-RU)
Homep PY

auuensus No

Analysis performed according to ND: / Ananus nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HOIi ynakosku yreep:kaenni: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH ynaKkoBKH yTeepxaeHbl: 17.02.2025
PL approved: / JIB yreep:xkaen: 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. / [IpoBoanTcs mpou3BOaMTENEM TIPH BBITYCKE NEPHOAMYECKH: 1Uts Kaxkaoi 20-0i
cepHu UK He MeHee 1 pasa B roa. [Tokazatens MoxeT ObITh He BkiroueH B CepTHdukaT aHanu3a hbupMel.

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

IIpumeuanue: ITpoaykT cooTBeTcTBYeT TpeboBanusim HI 3axumouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMoaroroBneHo: IpoBepeHo: ITposepeno (AOK): | Onobpeno: Obecneyenue kadectBa/OTBETCTBEHHOE ULO:
Ramakant Pardeep Kumar Amit Kumar

Date / Date / Date / Date/ 2 0%~ 20U

Jara: 23.03.2026 Hara: 23.03.2026 Jara: 23.03.2026 IaTa:




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LleTpuH® TabneTku, MOKpbIThIE MUIEHOYHOH 000s104KOMH, 10 MT

Market / Poinok : Russia / Poceuns

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

Cepus Ne | V20062 Pasmep cepun 25,00,000 Ta6

Analytical Repourt No./ . 890001872489 Date of Analysis / 21.03.2026

AHannTHYeCKUH oTUeT Ne JlaTa ananusa

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

JaTta npou3BoACTBA logen po B

Mfg. License No. /

Mpoussoacraennan : MNB/05/263 Pl pumbes | JITT-No(005456)-(PT-RU)
Homep PY

JunueH3us Ne

PL approved: / JIB yreepikaen: 15.05.2024

Analysis performed according to ND: / Ananaus nposeaex no H/: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4YHOH yIaKoBKH yTBepakaeHsl: 12,11.2024
Artworks of secondary package approved: / Makersl BropiuHoii ymakoBKH yTBepaaenbl: 17.02.2025

API name / HanmenoBanne ADC:

Cetirizine dihydrochloride / LieTupnsuna auruapoxsuopus

INN / MHH:

Cetirizine / LleTupusux

API manufacturer batch number /
Homep cepuu npoussoautea ADC:

BT00-25060

FP Manufacturer API Batch number /
Homep cepuu cyScranuuu npouspoaurens IJID:

FETAO00078

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

Glochem Industries Private Limited,
Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
['noxem Uunactpuec [paiiut JIumuren,
Yuyactku No 174-176, U.JI.A., Bonnapam, Canrapennu
Huctpukr - 502 325, Xaiinapaban, wrat Tenanrana, Maaus

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

HaumenoBaHHe, agpec, JULIEH3US A5
MpoussoacTeenuas momwagka / [lnomaaxa koHTposs
kavectsa / Ilnomanaka Bpinycka

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

H-p Pepnu'c Jlaboparopuc Jita.,
[TponzeoacTeeHHoe noapasaenenue-6, Bunn. Kxons, Hanarapx
Poyn, banau, Auctpuxt Conan, X.I1., 173205, Uuaus
(JInuenzus 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 /
Ipumeyanne: [IpoaykT cooTBETCTBYET TpebGoBanuam HJT 3akawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[Toarorosneno: IIpoBepeHo: [Mpoeepeno (AOK): | Onobpeno: ObecneueHne kadecTa/OTBETCTBEHHOE JIMLIO:
Ramakant Pardeep Kumar Amit Kumar

e

o= —

Date / Date / Date / Date / 07~ 2024
Hara: 23.03.2026 JHara: 23.03.2026 Jata: 23.03.2026 Hara:




Dr.Reddy’s Q?‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: LleTpuH® TabneTky, MOKPEITHIE IIeHOUHON 060n04KoH, 10 Mr

Market / Poinok

: Russia / Poccus

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

Cepust Ne R VEoHIo62 Pazmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001872489 Date of Analysis / 21.03.2026

AHaquTHYECKH oTueT No JlaTa anann3za

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

JlaTa npou3BoACTBA T'open no

Mfg. License No. /

Mpousroacraennan : MNB/05/263 DRI S o JIT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTul nepBH4YHOIi ynakoBKH yTBepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HOI YIaKoBKH yTBepaxaensl: 17.02.2025
PL approved: / JIB yreep:xaen: 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». /

3akayenne o cooTBeTcTBUM: «HacToAmMM s MOATBEPXK/Al0, YTO NMPHUBENEHHAS Bhille MH(OpMaLMA ABSETCA NOCTOBEPHOH H
TouHOM. DTa cepus MPOAYKLMM NPOM3BeAeHa (BKIOYas YNakoBKY (MapKMPOBKY) M KOHTPOJb KaueCTBA) HA BbIIIEYKA3aHHOM
TMPOM3BOACTBEHHOM IUIOLIazKe (TUTOLAAKAX) B MOJHOM COOTBETCTBUM ¢ Tpeboranuamu [Ipasun Haanexkalled NPOU3BOACTBEHHON
npakTHku EBpasuiickoro skonomnueckoro cowsa (Ne GMP/EAEU/RU/02329-2025 ot 19 centsabpsa 2025 r.) u TpeGOBaHUAMH
KOHTPOJI KAUEeCTBa JICKAPCTBEHHBIX CPEACTB, 4 TAKXKE B COOTBETCTBHH CO CNIENMHKALMAMH, CONEPKAILNUMUCH B PETHCTPALUOHHOM
JIOChE CTPaHBI-MMIIOPTEPA. 3alMCH MO NPOW3BOACTBY, YNAKOBKE W aHANM3Y MPOBEPEHBI, M YCTAHOBJIEHO HMX COOTBETCTBHE
Tpebosanusam [Ipasun HamIeXKAaLlIeil TPOU3BOACTBEHHOH NMpakTHkK EBpasMACKOro 3KOHOMHUECKOTO CO03ay.

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

Ipumeuanue: [IpoaykT cooTBeTcTBYET Tpeboanuam HJL 3akawyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TloaroToBneHo: Ilposepeno: [Tposepero (AOK): | OmoGpero: O6ecnedenne kayecTsa/OTBETCTBEHHOE JIHLIO:
Ramakant Pardeep Kumar Amit Kumar \l}p

Date / Date / Date / Date / 02 —0%- 2ot

Jara: 23.03.2026 Hata: 23.03.2026 Jara: 23.03.2026 Jlara:




