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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTpun® TabiaeTky, NOKPHITHIE MIEHOUHO#H 060104KO0H, 10 MT

Market / Poinox : Russia / Poccus

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

Cepust Ne b V0S5 Pa3mep cepun *25,00,000 Ta6

Analytical Repog‘t No. / . 890001871152 Date of Analysis / 91.03.2026

AnanuTaHueckuii oTyer No Harta anaanza

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

Jata npousBoacTea I'ogen go

Mfg. License No. / .

ITpon3BoacTBeHHas : MNB/05/263 DA nuliEr :  JII1-Ne(005456)-(PI"™-RU)
Homep PY

JHIeH3ust Ne

Analysis performed according to ND: / Anann3 nposenen no HJ: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YNAaKOBKH yTBepxkIeHbl: 12.11.2024
Artworks of secondary package approved: / MaxeTbl BTOpUYHOH yNaKOBKH yTBep:kaeHsbI: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

Ne | Test / IlokasaTenn Result / PesyabTaThl 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.
Kpyrnbie ABOAKOBBINYKJble TabneTky, |/ Kpyrible OBOSKOBBIMYK/BIE TabNETKH,
MOKPBITHIE  IUIEHOUHOH  00O0JOUKOMH | MOKPLITHIE [MIEHOYHOH 000JI04KOH Genoro
Oenoro 1Bera, C pPUCKOH Ha OJHOM | WM MOUTH 6€NIoro 1BeTa, ¢ PUCKOM Ha OHOM
cTopoHe. Ha mnomepeyHom pa3spese —|cropoHe. Ha nomepeuHom paspese sapo ot

aapo 6enoro useTa. 6enoro 10 noutu 6enoro LBera. -

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanue: [IpoaykT coorBeTcTByeT TpeboraHuam HJL 3akaouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: [IposepeHo: Iposepeno (AOK): | Onobpeno: Obecrnieuenue kadecrsa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar )JP

qﬂ\& e | 2 \B2
Date / Date / Date / Date / 2 % 0 20 6
Jara: 23.03.2026 Hara: 23.03.2026 Jlata: 23.03.2026 Hara:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LlerpuH® TabneTkH, NOKPbITbIE MIEHOYHOH 060104KOM, 10 Mr

Market / PeiHOK

: Russia / Poccus

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

Cepusi Ne ¢ V260850 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001871152 Date of Analysis / 21.03.2026

Anaguryuyecknii oTyer Ne Harta ananuza

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

JlaTa npoM3BOACTBA I'open no

Mfg. License No. / .

TIpousBoacTBeHHas : MNB/05/263 Bk, OpnER: ¢ JIT1-Ne(005456)-(PT-RU)
Homep PY

JuneH3usa Ne

Analysis performed according to ND: / Anann3s nposeanen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4HOl YNIaKOBKH yTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHO# YIAKOBKH yTBepaxaeHsl: 17.02.2025
PL approved: / JIB yrBep:kaen: 15.05.2024

Ne Test / IlokazaTenn

Result / Pe3yabTaTh!

' Specification/ Hopma

2 Identification /
Naenruduxanns

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. / Bpemst ynepuBanus
OCHOBHOT'O MTHKa Ha XpOMaTorpamMme
MCIIBITYEMOI'0 PACTBOPa COOTBETCTBYET
BPEMEHH YAEPXKHUBAHHs OCHOBHOTO MUKa
Ha XpOMaTorpaMMe CTaHAapTHOTO
pacTBoOpa LETHPH3UHA THAPOXIIOPH/AA.

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>KMBaHWs OCHOBHOTO MHKa Ha
XpoMaTorpaMMe MCIBITYEMOro pacTBopa
NOMKHO COOTBETCTBOBATh BPEMEHH
yAepKUBAHHA OCHOBHOTO MUKa Ha
XpoMaTorpamMmMe CTaHNapTHOTO pacTBOpa
LETUPU3MHA THApOXJIopUAa (pa3aes
«KonnuecTBeHHOE OnpeesieHre»).

Remarks : The Product confirms to ND/
ITpumeuanue: Ipoaykr cootBercTByeT TpedopaHusM HJI

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonrororneHo: IIpoBepeHo: [Tpoeepeno (AOK): | OnobpeHo: ObecnieyeHue kauecTBa/OTBETCTBEHHOE JIHLIO:
Ramakant Pardeep Kumar Amit Kumar
L’r ~ / W
@V\&/ cvﬁ—ﬂ:’ /\//
Date / Date / Date / Date / 27 P )
JlaTta: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 Hara:
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: LleTpH® TableTkH, NOKPLIThIE INIEHOYHON 000J104KOH, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus No ) SEiss Pasmep cepuu 25,00,000 a6
Analytical Repourt No. / . 890001871152 Date of Analysis / 21.03.2026
AnaauTnyeckuii oruet No Jlara anaausa

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

JlaTa npou3BoACTBA Togen no

Mfg. License No. /
IIpousBoacTBenHas
Juuen3us Ne

: MNB/05/263

MA number: /

Homep PY JIT-Ne(005456)-(PT"-RU)

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Anaqan3 nposeaen mo H/: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl HepBHYHOH YIaKOBKH yTBepxAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO# YIAaKOBKH yTBep:KaeHbI: 17.02.2025

Ne Test / [lokazaTennb | Result / Pe3yabTaTnbl

Specification / Hopma

UV- spectrophotometry /
Y®- cnekrpodoToMeTpHs

Complies / CooTBercTBYyET

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 ®-crekTpsl MOraomeHus
MCIIBITYEMOTO PACTBOPA M CTAHAAPTHOTO
pacTBOpa LETUPU3UHA TMAPOXJIOPUIA B
obsactit ot 200 no 400 HM HOJDKHBI UMETH
MAKCHMYMBI IIOMJIOLIEHHUS NPHU OJHOM U TOM
KE JUTHHE BOJIHBI C AONYCTUMBIM
OTKJIOHEHHEM £ 2 HM.

3 |Dissolution/ PacrBopenne

INot less than 80% (Q) of the labeled amount
of C21H>sCIN203-2HCI (cetirizine

100%; 99 %: 99 %; 102 %: 96 %; 101%. dihydrochloride) after 30 min. / He meHee

{80 % (Q) oT HOMUHaNBLHOTO COnEPHKAHHA
|C21Ha5sCIN>O3- 2HCI (uetrpusvina
Lmrvmpoxnopsm) yepe3 30 muH.

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilpoaykr cooTBercTByeT Tpeboranuam HJL

Conclusion : APPROVED /
3axmiouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloaroToBneHo: [IpoBepeHo: ITpoeepeHo (AOK): | OmobpeHo: Obecneyenne kauectsa/OTBETCTBEHHOE AULO:
Ramakant Pardeep Kumar Amit Kumar

@»‘\“"&/ siess | [
Date / Date / Date/ Date / = ¢
Jlata: 23.03.2026 Hara: 23.03.2026 Jara: 23.03.2026 Jlata: 2% s '
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

orinulation Unit-6

;arh Road, Baddi,

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: [{etpun® TabneTkH, MOKPLITHIE NIEHOUHOH 06010uKOH, 10 M

JguneH3us Ne

Market / PoiHok : Russia/ Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne % V2600550 Pasmep cepuu 25,00,000 Tab
Analytical Repo‘}-t No./ . 890001871152 Date of Analysis / 21.03.2026
AHaJuTHYeCKHH oTueT No JlaTa anannsa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BOJACTBa I'ogen no
Mfg. License No. /
MA number: /

: JIT1-Ne(005456)-(PT-RU

IIponsBoacTBeHHas MNB/05/263 Homep PY o( )-( )

Analysis performed according to ND: / Ananu3s nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl IepBUYHOIi YIaKOBKH yTBep:kaeHnl: 12.11.2024
Artworks of secondary package approved: / MaxkeTbl BTOPHYHOI YTaKOBKH yTBep:kaeHbl: 17.02.2025
PL approved: / JIB yrBepxnen: 15.05.2024

Ne Test / IlokazaTeanb Result / PesysabTaThl Speciﬁc;ﬁon / Hopma [
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OAHOPOAHOCTH AO3UPOBAHHBIX 3.7 than 15.0 / ITokazarens npriemaemoct (AV)
eUHHIX [oskeH OwiTh He Gonee 15,0. |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HII 3akaouenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
INoarorosneHo: ITpoeepeno: [Mporepeno (AOK): | OmobpeHo: Obecneyenne kauecTBa/OTBETCTBEHHOE JTHLO:
Ramakant & Pardeep Kumar Amit Kumar b);
Date/ Date/ Date/ Date / 2900 b
Jara: 23.03.2026 Jlara: 23.03.2026 Jara: 23.03.2026 Hara:
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CERTIFICATE OF ANALYSIS
CEPTHOPHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: LleTpun® TabneTkyu, NOKPHIThIC INICHOUHOM 060104K0M, 10 Mr

Market / Poinok : Russia/ Poccust

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

Cepust Ne | WERE Pasmep cepun " 25,00,000 Tab

Analytical Repourt No. / . 890001871152 Date of Analysis / 21.03.2026

AHajJuTHYeCKMii 0TYeT Ne Jata anann3za

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

JlaTa npou3BoACTBa I'opeH o

Mfg. License No. / .

IIponzBoacTBeHHast : MNB/05/263 VA mwmber: ] : JITI-Ne(005456)-(PT"-RU)
Homep PY

JiHueH3us Ne

Analysis performed according to ND: / Ananu3 npoBeneH no H: JITT-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl nepBMYHONH YIAaKOBKH yTBepaaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUHOH ynaKOBKU yTBepxaenbi: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

S Impurities / IIpumecu
Impurity A /
[Mpumecs A Below L.OD (LOD =0.005 %) / Huxe
npenena obHapyxenus (10 = 0,005 %) [Not more than 0.2 % / ne Gonee 0,2 %
Impurity B /
[Tpumecs B 0.05 % Not more than 0.2 % / ne 6onee 0,2 %
) Below LOQ (LOQ = 0.017 %) / Huxe
Impurity CC/ [PEIENa KOMHUECTBEHHOrO OMpEeeHHs Not more than 0.2 % / ne Gonee 0,2 %
[Ipumec (ITKO = 0,017 %)
. Below LOQ (LOQ = 0.003 %) / Huxe . .
{_rlnpurlty II))/ b6 e KOTHMECTBEHHOTO onpe,aeneHm[NOt more than 0.2 % / ne 6onee 0,2 %
prmeck (TIKO = 0,003 %)
Impurity E / Below LOQ (LOQ = 0.023 %) / Himke [Not more than 0.2 % / ne 6onee 0,2 %
[Mpumecs E npeziena KOJAUYeCTBEHHOrO ONpeaeeHHUs
(ITKO = 0,023 %)
Impurity F / Not more than 0.2 % / He 6oniee 0,2 %
[pumecs F 0.04%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: I[IpoaykT cootBercTByeT TpeboBanuam HJL 3axmoyenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
TTonrorosnexo: TIpoBepeHo: IMposepeno (AOK): | OnobpeHo: Obecneuenue kayecTBa/OTBETCTBEHHOE JHLO:
Ramakant Pardeep Kumar Amit Kumar
Date / Date / Date / Date /
/3 ~0 WO
Hara: 23.03.2026 Jara: 23.03.2026 JHara: 23.03.2026 JlaTa: 2 3 "
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A
Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Letpnu® TabneTku, NOKPbIThIE NIeHOUHOH 060104KoH, 10 Mr
Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 25,00,000 tab/
Cepus Ne # V2600356 Pasmep cepun ' 25,00,000 Tab
Analytical Repourt No./ . 890001871152 Date of Analysis / 21.03.2026
Ananurnueckuii oryer Ne JlaTa anayusa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JaTa npou3BoAcTBa T'ogen mo
Mifg. License No. /

MA number: /

IIponsBoacTBeHHas : MNB/05/263 Howmep PY JITT-Ne(005456)-(PT-RU)

JuieH3us No

Analysis performed according to ND: / Ananu3 npoenen no HJ/L: JIIT-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI YIIaKOBKH yTBepaaeHbr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YIIAKOBKM yTBep:xAeHbl: 17.02.2025
PL approved: / JIB yrBepaxnen: 15.05.2024

Any individual unidentified
impurity / Jlrobas exuHU4Hast
HEeHIeHTUGDHULIMPOBAHHAS TIPUMECH

Total impurities /
Cymma npumeceit

0.05%

0.1%

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

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

Remarks : The Product confirms to ND/

ITpumeuanue: IlpoaykT cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloarororneHo: [IpoBepeHo: IIpoeepero (AOK): | Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE JIMLO:
Ramakant Pardeep Kumar Amit Kumar ‘p

w\wﬁ e U
Date / Date / Date / Date / 2o~ A
Jara: 23.03.2026 Hara: 23.03.2026 Jara: 23.03.2026 Jara:




Dr.Reddy’s ":.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ilpoayxt: [leTpnu® TabNneTky, NOKPBITHIC MIEHOYHOH 060no4koH, 10 mr

auuensus Ne

Market / PeiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne e Pa3mep cepuu 25,00,000 Tab
Analytical Repo‘}’t No. / . 890001871152 Date of Analysis / 21.03.2026
AHanuTHyeckmii oTuer Ne JlaTta ananu3sa
Date of Manufacture / . 032026 Date of Expiry / 02/2029
JaTta npousBoacTBa T'ongen o
Mfg. License No. /
MA number: /
IIponsBoacTBeHHAas : MNB/05/263 Howmep PY JITT-Ne(005456)-(PI'-RU)

Analysis performed according to ND: / Anann3 nposenen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTs! NepBUYHOI YyIAKOBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHOI YNIaKOBKH yTBepxkaeHbI: 17.02.2025
PL approved: / JIB yrBep:koen: 15.05.2024

|
IIPOXKIKEBBIX U TJIECHEBBIX I‘pH6OB
|
|

[c) E. coli

Ne Test / llokazaTens Result / PesyabraTsl | Specification / Hopma
6 ‘Water content / 30% [Not more than 8.0% /
CopepxaHue BOAbI ’ He 6onee 8,0 %
7 Microbiological purity* /
Mukpobuonoruyeckas
yuCcTOTa*
a) Total aerobic microbial count / NA INot more than 1000 CFU/g/
O011ee 4MC0 a3pPOOHBIX He 6onee 1000 KOE/r
MHKPOOPTaHHU3IMOB
NA
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / Obuiee 4ucso He 6onee 100 KOE/r
NA

Shall be absent in 1g/ OrcyrctBre g 1 ¢

Remarks : The Product confirms to ND/
IMpumeuanne: IIponykr cooTBeTcTBYeT TpebGoranusaM HJIT

Conclusion : APPROVED /
3aknwuenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorosnexo: IlposepeHo: ITpoeepeHo (AOK): | OnobpeHo: Obecnedyenue kauecTBa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar

Date / Date / Date / Date / ?, % ,g}rw’%

Jara: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 Jlara:
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Dr Reday's Laboratories Ltd

Formulation Unit-6

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

IProduct: Cetrine® film coated tablets, 10 mg
ITponykT: LleTpuH® Tabnerku, NOKpPbITHIE IEHOYHOH 000JI04KOH, 10 Mr

Market / PoiHok : Russia / Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne + V2600556 Pa3mep cepuu 25,00,000 Tab

Analytical Report No. /

Date of Analysis /

auuenzusa Ne

Homep PY

o : 890001871152 21.03.2026
AHanuTH4YecKuii oTyer Ne JlaTa aHanu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa Ipou3BOACTBA I'ogen go
Mfg. License No. / .
TIpOH3BOACTBEHHAS : MNB/05/263 pLAnImbert/ JI[1-Ne(005456)-(PT-RU)

| Analysis performed according to ND: / Anann3 nposeaed no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl IepBUYHOH YNaKOBKH yTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpU4HOH yHaKoBKH yTBep:KIeHbI: 17.02.2025
PL approved: / JIB yrBepxkaen: 15.05.2024

| Ne

Test / IloxazaTenn

Result / PesyabraThl

onpeneyiecHne

8 Assay / KosnuyecTBeHHOE

9.98 mg /9,98
99.8 %

M

Specification / Hopma
From 9.0 mg to 11.0 mg of

C21HasCIN-O5- 2HCI (Cetirizine
Dihydrochloride) in tablet (90.0 % to 110.0 %
of label claim)./ Ot 9,0 Mr mo 11,0 mr
C21Ha5CIN2O3-2HCI (uetnpuzmna
nuruapoxyopun) B tabnerke (ot 90,0 % no
110,0 % OT HOMHMHAJILHOI'O COJIEpPKaHUS).

9 Subdivision of tablets /
Jesienne TabdeTOK

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
i[han 1 individual mass is outside these limits
‘pr, if 1 individual mass is outside the limits of
[75 % to 125 % of the average mass. /
[TaBNETKH COOTBETCTBYIOT TPEGOBAHMAM, ECITH
{He Gostee 1 enmMHUYHAsA Macca OTKIIOHAETCS 3a
jnpenenbl 85%-115% ot cpenxeli macchl.
[TabneTku He COOTBETCTBYIOT TPEGOBAHUSM,

Remarks : The Product confirms to ND/
IIpumeuanmue: Ipoaykr coorBercTByeT Tpeboranmsam HJL

Conclusion : APPROVED /
Jakmouenune: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroTorneHo: IIpoBepeHo: IpoeepeHo (AOK): | OnobpeHo: ObecnieueHue xauecTpa/OTBETCTBEHHOE JIHLIO:
Ramakant Pardeep Kumar Amit Kumar P
e | v | A Uad
e - :
Date / Date / Date / Date / 1
JHara: 23.03.2026 JHara: 23.03.2026 Jara: 23.03.2026 Jlarta: 2”}'”0}




0
Dr.Reddy’s ‘,‘-‘

e 1 ol o ottt s | sl
av's Laboratories Lid

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: LleTpun® TabieTky, NOKPbIThIE MIEHOYHOH 060104KOH, 10 MI

Market / Puinox : Russia / Poccns

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne 3§ MalUSE Paszmep cepun 25,00,000 Tab
Analytical Repo‘f‘t No./ . 890001871152 Date of Analysis / 21.03.2026
AnajuruyeckHii oTuer Ne JlaTa anaausa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
Jara npousBoacTBa T'onen g0
Mfg. License No. /
MA number: /
IlpousBoacTBeHHAs : MNB/05/263 Howmep PY JITT-Ne(005456)-(PI"-RU)

aunenzus Ne

Analysis performed according to ND: / Ananu3s nposeer mo HJI: JITI-Ne(005456)-(PI"-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4HOH YIAKOBKH yTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTb! BTOPHYHOI YIaKOBKH yTBepKAeHbI: 17.02.2025

PL approved: / JIB yrBepxkaen: 15.05.2024

No | Test/ Iloxasaren Result / PesyabTaThl | Specification / Hopma
| . ecny 6onee uem 1 H'HL[IABP[D._yaJ'IBHaH Macca
OTKJIOHSIETCS OT 3THX IPeleIOB WIIH, eciH |
WHIMBHAYallbHAs Macca OTKJIOHSETCS 3a
L - npeaensl 75%-125% ot cpefHel Maccbl.
10 Package / Onucanune ynakosiu (10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
1 blister. 3 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / [To 10 Tabnerok B ja carton. / [To 10 rabnetok B
[IBX/TIBJX//antoMuHueBOM OnucTepe. lll'IBX/HB[IX//an}OMHHMeBOM 6nuctepe. Io 2
[To 3 GancTepa BMECTE C JIMCTKOM- 1M 3 6amcTepa BMECTE C JIHCTKOM-
| BKJIAJIBIIIEM YTIAKOBAHbI B TTAUKY BKJIAZIBILIIEM YIIAKOBAHB! B NAUKY KAPTOHHYIO.
1 KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooTBeTCTBYET See Module 1, section 1.3.2 of registration
dossier. / B cooTBeTcTBMH ¢ pazgenom 1.3.2
B Monyns | perucTpaudoHHOrO AOChE.
12 Storage conditions / Yenosua At temperature not higher than 25 °C / Ilpu Temnepatype He Bbiute 25 °C.
XpaHeHHsl
13 Shelf-life (storage period) / Cpok|3 years. / 3 rona.
roHOCTH (CPOK XpaHeHU) B

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt coorBeTcTRYET TpeboBanusM HJL

Conclusion : APPROVED /
3axniouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMoaroToBneHo: IposepeHo: [posepeno (AOK): | Onobpeno: ObecneueHne kauecTBa/OTBETCTBEHHOE JINLIO:
Ramakant Pardeep Kumar Amit Kumar
@ )}L\d// Qvﬁ—/ /\/ 2
[ /
Date / Date / Date / Date/ 2,'7/_,—’0;'*}01’6’
Jara: 23.03.2026 Jara: 23.03.2026 JHata: 23.03.2026 Jara:




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: LlerpuH® TabneTku, NOKPLITHIE MIEHOYHOH 000104KO0M, 10 Mr

Market / Poinok : Russia/ Pocens

aunensus Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne + V2600556 Pa3mep cepuu 25,00,000 Ta6
Analytical Repourt No. / . 890001871152 Date of Analysis / 21.03.2026
AnanuTHyecKHuii oTuer Ne JlaTa aHaJju3a -
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa I'ogen no
Mfg. License No. /
MA number: /

: B/05/2 JITT-Ne -(PT'-

IIponsBoacTBeHHAA MNB/05/263 Homep PY Ne(005456)-(PT"-RU)

PL approved: / JIB yreepakaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen no HI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBUYHOH YIAKOBKH YTBepkIeHbI: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI yIaKOBKM yTBepsaeHbl: 17.02.2025

* 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 11poM3BOAUTENEM [IPH BBIMYCKE NEPHOAMIECKH: Ul Kaxaoi 20-oii
cepuu MK He MeHee 1 pasa B roa. [Tokasatens MoxeT GbITh He BKIoUueH B CepThdhnkar ananusa GUpMBL

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: Ipoaykt cooTBeTcTBYET TpeboraHusaM HJL 3axawyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IoarotoBneHo: IpoBepeHo: ITposepeHo (AOK): | OpobpeHo: ObecnieueHne kauectea/OTBETCTBEHHOE NHLO:
Ramakant t_. Pardeep Kumar Amit Kumar W
—_—

L
Date/ Date / Date / Date / ng}hww
Jlara: 23.03.2026 Jara: 23.03.2026 Hara: 23.03.2026 Jara:




Dr.Reddy’s ‘

Y Road, Baddi,
2205, INDIA

]
A

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

HpoaykT: LleTprH® TabneTky, MOKphIThIE TIEHOUHOH obonoukol, 10 Mr

Market / Poinox : Russia / Poccust

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

Cepust Ne 4 Weotlann Pazmep cepun 25,00,000 Ta6

Analytical Repourt No. / . 890001871152 Date of Analysis / 21.03.2026

AHajquTn4yeckuii oTyer No JlaTa ananausa

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

Jarta npousBojcTBa I'open go

Mfg. License No. / .

TIpoM3BOACTBEHHAS : MNB/05/263 LA mumbers f JI-Ne(005456)-(PI"-RU)
Homep PY

auuensus Ne

Analysis performed according to ND: / Anaan3 nposeaen nmo H/: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBHYHOIi YIAKOBKH yTBep:KAeHbI: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi YTAKOBKH YTBepaAeHbI: 17.02.2025

PL approved: / JIB yreepaxnen: 15.05.2024

API name / Hanmenosanue ADC:

Cetirizine dihydrochloride / Lietupusnna aurnapoxyiopua

INN / MHH:

Cetirizine / UeTnpHU3HH

API manufacturer batch number /
Homep cepun npoussoautens APC:

BT00-25060

FP Manufacturer API Batch number /
Homep cepuu cybeTanuuu npoussoanrens LJID:

FETAOQ0078

API Manufactured by, address & country /
IIpousBoaurens A®C, agpec u cTpana:

Glochem Industries Private Limited,
Survey No. 174 to 176, L.D.A. Bollaram, Sangareddy District
502 325, Hyderabad, Telangana, India /
I'noxem Uupactpuec [paiieut JlumuTten,
Vuactku Ne 174-176, U JI.A., Boymapam, Canrapennn
Huctpukr - 502 325, Xaitnapaban, mrar Tenaurana, Muaus

>

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

| HaumeHoBaHMe, afpec, THLEH3US A5
IlpoussoacTeennas niowanka / Ilnomaaka KOHTpos
KkauecTBa / IlJoagKa BbIycKa

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 Penau'c Jlaboparopuc JITA.,
IlpousBoacreeHHoe noapasnenenme-6, Bunn. Kxone, Hanarapx
Poyn, banau, Huctpukt Conan, X.I1., 173205, Unaus
(JInuenzus Ne MNB/05/263).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuannue: IlpoaykT cooTBeTcTBYET Tpeboranuam HJIT 3akaiouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroroBneHo: IIpoBepeHo: ITpoeepeHo (AOK): | Ono6peHo: Obecneuenue kauecTBa/OTBETCTBEHHOE JIHIIO:
Ramakant Pardeep Kumar Amit Kumar N

\ \ Jor*

: = -

Date / Date / Date / Date / Do —onmrorh
Jara: 23.03.2026 Jara: 23.03.2026 Hara: 23.03.2026 JlaTa:




Dr.Reddy’s ‘,‘.

v's Laboratories L.td

nulation Unit-6
|, Nalagatiy Road, Baddi,

15, INDIA

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IMpoayxr: LletpuH® TabneTku, NOKPbIThIE MJEHOUHOH 000104KOH, 10 MI

Market / Poinok : Russia / Poccus

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

Cepus Ne ¢ ¥2600556 Pasmep cepuu 25,00,000 Tab

Analytical Repo:*t No./ . 890001871152 Date of Analysis / 21.03.2026

AnannTHyecknii oryer Ne JlaTa anayinza

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

Jlata nponsBoacTaa Iojen go

Mifg. License No. / .

IIpouszBoacTBeHHast : MNB/05/263 NLAmer: f JITT-Ne(005456)-(PT-RU)
Homep PY

gunenzun Ne

Analysis performed according to ND: / Ananu3 nposenen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBUYHOM yIaKOBKM yTBepaaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpPHYHOH YIaKOBKH yTBepxaAeHbl: 17.02.2025
PL approved: / JIB yrBepaaen: 15.05.2024

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 (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». /

3akaoueHue 0 cooTBeTCTBHI: «HacToswuM 5 noATBEpI Aal0, YTO NPUBEGHHAN Bblllie HH(OPMALMA SBASETCS HOCTOBEPHON M
TOUHON. DTa cepus NPOAYKUWM NponsBeneHa (BKMOuUAs yNakoBKy (MapKHpOBKY) M KOHTPOJib KauyecTBa) HA BbILUEYKA3aHHOMN
MPOM3BOACTBEHHOMN Mowanke (MIouaaxkax) B nojHoM cooreercTBHy ¢ Tpedosanuamu [IpaBun Haanexaweil NpoH3BOACTBEHHOI
npaktuku Eppasuiickoro akonomuueckoro cotoza (Ne GMP/EAEU/RU/02329-2025 ot 19 cenrabps 2025 r.) u tpebosaHusmu
KOHTPOJIf KAYECTBA JIEKAPCTBEHHBIX CPEICTR, @ TAKKE B COOTBETCTBHH CO CrELM(HKALIMAMM, COACPIKAILMMUCS B PEFHCTPALIHOHHOM
A0ChE CTPaHBI-UMIIOpPTEpa. 3anucH MO MPOM3BOACTBY, YNAKOBKE M AHAAW3Y [MPOBEPEHbI, H YCTAHOBJIEHO MX COOTBETCTBHE
Tpebosanuam [pasun Haanexalueit NPOH3BOACTBEHHOI NMpakTHKH EBPAa3HiCKOro 3KOHOMHMHYECKOr0 COK3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanne: [poaykr coorsercrayer TpeGopanuam HJL 3axawuenne: OJJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoaroroeaeHo: IIpoBepeHo: Iposepeno (AOK): | OmobpeHo: Obecrnieuerne kauecTsa/OTBETCTBEHHOE JIMLIO:
Ramakant Pardeep Kumar Amit Kumar
S | | e ot
= — et d
2%
Date / Date / Date / Date / |
Jlava: 23.03.2026 | Jlara: 23.03.2026 | Hara: 23.03.2026 | Jlara: el






