Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Hpoayxr: LerpuH® TabneTky, NOKPLITHIE MIEHOUHOH 0bonoukoi, 10 Mr

Market / PoiHok : Russia/ Poccus

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

Cepusi Ne e il Pazmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 800001872488 Date of Analysis / 21.03.2026

AHajnTHYeCKHH oTUeT No B JlaTta aHanu3a

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

JlaTa nponssoacTBa TI'onen no

Mifg. License No. / .

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

JMIeH3HA Ne

Analysis performed according to ND: / Ananu3s nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHOH YyNaKOBKH yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOIi yNaKkoBxkH yTBepsxkaeHbl: 17.02.2025
PL approved: / JIB yreep:xaen: 15.05.2024

Ne

[ Test / MokazaTean

Result / Pe3yanTaThl Specification / Hopma

1

f
l

I Description / Onucanue

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.
/  Kpyrnele OBOSAKOBBINIYKJibE TaOJETKH,
MOKPBITBIE  [ICHOYHOH  00OJIOUKOM | MOKPBITHIE IIEHOYHONW 0GONOUYKOH Genoro
Oenoro uBera, ¢ pHUCKOH Ha o;:u-loﬁ| MK OYTH BEN0ro LBeTa, C PUCKOH HA OJHOM
cropoHe. Ha mnonepeusom paspese —|crtopoHe. Ha monepeynom paspese Aapo oT
sapo Oenoro upera. | 6es0r0 0 MouTH 6esoro LBeTa.

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnble nBoskoBbIyKJble TabneTkw,

Remarks : The Product confirms to ND/

ITpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
Jaxnwuenue: OJJOFPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: TIpoBepeHo: ITpoeepeno (AOK): | Onobpeno: OGecneuenne kauecTsa/OTBETCTBEHHOE JIULO:
Ramakant Pardeep Kumar Amit Kumar

L — /
Date / Date / Date / Date /
Jara: 23.03.2026 Hara: 23.03.2026 Hara: 23.03.2026 Jara: 7/; 08 2026




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: Lletpun® TabsieTkH, NOKPLITHIE MICHOUHOU 0005104KOH, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne ¢ V2u0lS5d Pasmep cepuu *25,00,000 Tab

Analytical Repovrt No./ . 890001872488 Date of Analysis / 21.03.2026

AnanutHueckuii oruet Ne JlaTa ananusa -

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

JlaTa npon3BoAcTBa T'omen mo

Mfg. License No./ .

IpousBoacTBeHHast : MNB/05/263 MA numtrers ¢ : JIIT-Ne(005456)-(PT'-RU)
Homep PY

JHueH3us Ne

Analysis performed according to ND: / Ananus nposeaen nmo HJ: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI YOaKoBKM yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTODHYHOI YIAKOBKH yTBepaeHsbi: 17.02.2025
PL approved: / JIB yreepsxaen: 15.05.2024

| Ne | Test/Ilokasarean Result / PesyabTaTs! Specification / Hopma
2 [dentification / The retention time of the main peak in o ] o
Upentuduxauus 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 / BOXX main peak in the chromatogram of with the retention time _of the main peak in the
Cetirizine Hydrochloride reference chromatogram of Cetirizine Hydrochloride

standard solution. / Bpems ynepxusanus reference standard solution (section "Assay").

OCHOBHOTO MUKA HA XPOMATOrpaMme
HCTIBITYEMOTO PacTBOpa COOTBETCTRyeT (DPEMA YACPKHBAHHS OCHOBHOTO MHKa Ha
BpEMEHH YIIepIKHBAHHA OCHOBHOTO Mitka [XPOMATOTPAMME HCITHITYEMOTO pacTBopa
Ha XPOMATOrPAMME CTAHAAPTHOTO NOJKHO COOTBETCTBOBAThL BPEMEHH

PaCTEOpA LIETMPH3MHA TMapoxJiopraa.  YACPKHBAHUS OCHOBHOTO MHKa Ha
XpoMaTorpaMMe CTaHAApTHOrO pacTBOpa

UeTUpU3MHA THApoxIopuaa (pasaen
«KonuuecrBeHHOe onpeaeneHue).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ilpoaykt cootBeTcTBYeT TpeboBanusam HII 3akaoyenue: ONOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToaroTorneHo: Ilporepeno: Iposepeno (AOK): | Onobpeno: Obecneuenne kauecTea/ OTBETCTREHHOE JIMLIO:
Ramakant Pardeep Kumar Amit Kumar

& 9§ & A @

[l —

Date / Date / Date / Date /
Hara: 23.03.2026 JlaTa: 23.03.2026 Hara: 23.03.2026 Jlara: ZZ 0302




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykt: Letpun® TabneTky, MOKPHITHIE MIIEHOYHOH 060104koi, 10 Mr

Market / Poinox : Russia/ Poccus

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

Cepusa Ne HY2600551 Paszmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001872488 Date of Analysis / 21.03.2026

AHanuTHyecKHii oTueT Ne JlaTa aHaJn3a -

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

JlaTa npon3BoacTBa T'ogen po

Mfg, License No./ .

V(RO : MNB/05/263 A number; / JITI-Ne(005456)-(PT-RU)
Howmep PY

Juuensus Ne

PL approved: /JIB yreep:kaen: 15.05.2024

Analysis performed according to ND: / Auanu3 nposeaen no H/I: JIIT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOI YNaKOBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIl ynakoBKkH yTBepkaeHbl: 17.02.2025

Ne Test / Iloka3zaTensn Result / PesyabTaTtel Specification / Hopma
UV- spectrophotometry / Complies / CooTBeTCcTBYET The UV-spectrum of the test solution and the
V®- criektpodoTomeTpust ICetirizine 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®-cnekTpbl MOTJIOLIEHHS
KCTIBLITYEMOro PacTBOPa M CTAHAAPTHOTO
pacTBOpa LUETUPU3KWHA THAPOXJIOPUIA B
o6acty ot 200 go 400 HM 1OJKHBI UMETD
MAKCHMYMBI TOTJIOLEHUSA [IPH OLHOM U TOH
K€ JUTHHE BOJIHBL C JOMYCTUMBIM
OTKJIOHEHHEM £ 2 HM.
3 Dissolution / PacTBopenue Not less than 80% (Q) of the labeled amount
of C21HasCIN>O3:2HCI (cetirizine
100%; 97 %; 100 %; 100 %; 100 %; |dihydrochloride) after 30 min. / He MeHee
98%. 80 % (Q) OT HOMHHANILHOTO COASPIKAHHUS
C21Ha5CIN203- 2HC (uetnpuzuna
. - - \auruapoxopua) 4epes 30 MuH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IlponykT cooTBeTcTBYET TpeboBaHusaM HIL 3akawuenune: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[Noarorornexo: [Tpoeepeno: [poeepero (AOK): | Onobpeno: Obecneuenue kayecTra/ OTBETCTBEHHOE JIHLIO:
Ramakant Pardeep Kumar Amit Kumar
Bt | Lo | N 4
i -
Date / Date / Date / Date /
Jlara: 23.03.2026 Jlara: 23.03.2026 Jara: 23.03.2026 Jlara: 2% ~0% e oL




@e
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykt: Letpuu® TabneTku, NOKpLITHIE MIeHOYHOH 060/104K0#, 10 Mr

Market / Poinok : Russia/ Poccns
Batch No. / ) Batch Quantity / 25,00,000 tab /
Cepus Ne & ¥2600357 Paszmep cepuu 25,00,000 Tab
Analytical Repo“rt No./ . 890001872488 Date of Analysis / 21.03.2026
AHaTUTHYECKH oT4eT No JaTa ananausa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
Jara npoussojacrea I'onen no
Mfg. License No. /
MA number: /
IMpousBoacTBeHHAN : MNB/05/263 Hinep BY JITT-Ne(005456)-(PT-RU)

JauueH3usa Ne

Analysis performed according to ND: / Anaauns nposegen no H/L: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOH ynakoBKH yTeep:kaenni: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HOIl YNaKOBKH yTBepskaeHbl: 17.02.2025
PL approved: / JIB yTBepxkaen: 15.05.2024

Ne

Test / IlokazaTteanb

Result / PesyabTaTsl

Specification / Hopma

4

Uniformity of dosage units /

Acceptance value (AV) should be not more

OaHOPOAHOCTD JO3IMPOBAHHBIX 6.4 than 15.0 / TToka3arens npueMiieMoctu (AV)

eAHHHUL noskeH ObiTh He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [lponykr coorBeTcTBYET Tpebosanusm HJI 3axawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMonroTosieHo: [IpoBepeHo: Ipogepero (AOK): | Onobpeno: ObecnieyeHue kayecTBa/OTBETCTBEHHOE NULIO:
Ramakant Pardeep Kumar Amit Kumar

- J — @
= —

Date / Date / Date / Date /
Jara: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 Jlara: Zgrb &r%’)/é




Qo
Dr.Reddy’s ‘,‘o.

Lavoratories Ltd

Baddi,

INDIA

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Ierpun® TabneTku, NOKpbIThIE MIEHOUHOH obonoukoH, 10 Mr

Market / Poisok : Russia/ Poccus
Batch No. / ] Batch Quantity / 25,00,000 tab /
Cepust Ne 3 W26HSST Pa3mep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001872488 Date of Analysis / 21.03.2026
AHaNUTHYECKHH oTueT Ne Jlara ananusza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTta npon3BOACTBA I'ogen no
Mfg. License No. /
MA number: /
IIponsBoacTBeHHas : MNB/05/263 Homep PY JITT-Ne(005456)-(PT-RU)

nuueH3usa Ne

Analysis performed according to ND: / Ananu3s nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBu4HO#i yNTaKOBKH yTBepxKaeHbi: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yNaKOBKH yTBepakaeHbl: 17.02.2025

PL approved: / JIB yreepaxaen: 15.05.2024

5 Impurities / IIpumecn
Impurity A /
[Tpumece A Below LOD (LOD =0.005 %) / Huxe
npeneia obuapyxenus (I1O = 0,005 %)

Impurity B /

[TpumMecs B 0.04 %

Impurity C/ Below LOQ (LOQ = 0.017 %) / Huke

[Tpumece C npesena KOJIMIeCTBEHHOTO OMPEeIeHHs
(IIKO = 0,017 %)

Impurity D / Below LOQ (LOQ = 0.003 %) / Huxe

Hpumecs D Npe/esia KOJMMYECTBEHHOTO OMpeIe/ieHHs

‘ (TIKO = 0,003 %)

Impurity E / Below LOQ (LOQ = 0.023 %) / Huxe

Ipumecs E fipe/iena KOJIMYECTBEHHOrO ONpeAeeH A
(TTKO = 0,023 %)

Impurity F /

ITpumecs F 0.04%

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

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

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

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

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

INot more than 0.2 % / ne 6onee 0,2 %

Remarks : The Product confirms to ND/
IIpumeuanmne: IIpoaykT cooTBercTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3akmouenune: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ITonrorosneHo: ITpoBepeHo: Ipoeepeno (AOK): | Ono6peHno: Obecneyenne kauectsa/ OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar
@uk}d/ Qi/ A/\ @
~— /
Date / Date / Date / Date / 2{
20
Jara: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 Jara: 22(01(




Dr.Reddy’s “:".

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lletpuu® TabneTky, MOKPbITHIE MIIEHOUHOMN 060s10uK0M, 10 MT

Market / PoiHok : Russia / Poccus

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

Cepus Ne ! ¥2600557 Paszmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001872488 Date of Analysis / 21.03.2026

AHaauTHYeCKHi oTueT Ne JaTta anaausza

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

JlaTa npon3BoACTBA I'ogen no

Mfg. License No. / ]

T S———— . MNB/05/263 MA numbers/ JIM1-Ne(005456)-(PT-RU)
Homep PY

JIHLEH3Hs Ne

Analysis performed according to ND: / Ananu3s nposeaer no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBUYHOIi yNaKoBKH yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YNaKOBKH yTBepxkAeHbl: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

Not more than 0.2 % /
He Gosiee 0,2 %

Any individual unidentified
impurity / Jlro6as enuHndHas

HeUAECHTHQUUMPOBAaHHAS PUMECH 0.05%

Not more than 2.0% /
Total impurities / He Gonee 2,0%
Cymma npumeceit 0.1%

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IlpoaykT cooTBeTcTBYET Tpeboanusam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IoaroToseHo: [TposepeHo: IMposepeno (AOK): | Ono6peno: ObecneueHne kauecTBa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar
u | - 2 @
/ (;IL"’, —
<
Date / Date / Date / Date /
JHara: 23.03.2026 Jara: 23.03.2026 JHara: 23.03.2026 JHara: 2166& F%M




Dr.Reddy’s ‘,‘:'.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJINU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxt: LleTprH® TabaeTKH, MOKPBITHIE NIIEHOUHOM obosoukoi, 10 Mr

Market / PoiHok

: Russia / Poccus

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

Cepus Ne b Y20li537 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 800001872488 Date of Analysis / 21.03.2026

AnanutHyeckmii otyet Ne Jlata aHanu3a

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

|laTa npou3BoacTBa I'omen g0

Mfg. License No. / .

T p— : MNB/05/263 MA number: / JITI-Ne(005456)-(PT-RU)
Homep PY

auueHsus Ne

PL approved: / JIB yreepxaen: 15.05.2024

‘Analysis performed according to ND: / Ananus nposeaen no H/I: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl nepBUYHOIl yNaKkoBKH yTBep:aensi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUYHOIl YIAKOBKH yTBepakaeHbI: 17.02.2025

[ Ne Test / HokazaTean Result / PesyabsTaThl Specification / Hopma
6 Water content / 28% Not more than 8.0% /
CoaepxaHue BOJbI ’ He 6onee 8,0 %
7 Microbiological purity* /
Mukpobuosorudeckas
yHcTOTA®
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
O61iee Yucno aspobHbIX He 6onee 1000 KOE/r
MHKPOOPraHU3MOB
NA
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / Ob1iee uucno He 6onee 100 KOE/r
lI[pO)K)KeBbIX W [IJIECHEBBIX IPHOOB NA
c) E. coli Shall be absent in 1g/ OrcyrctBue B 1 1
8 Assay / KoninuecTBenHoe From 9.0 mgto 11.0 mg of
onpeaejeHue C21HasCIN» O3+ 2HCI (Cetirizine
9.93 glgg})/%}?3 Mr Dihydrochl.oride) in tablet (90.0 % to 110.0 %
; of label claim). / Ot 9,0 mr go 11,0 mr
(C21Ha5CIN, O3+ 2HCI (ueTnpusuna

Remarks : The Product confirms to ND/

Ipumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHusM HJT

Conclusion

: APPROVED /
3akmwouyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ITonrorosnexo: IlpoBepeno: Ipoeepeno (AOK): | OnobpeHo: ObecneueHne kauecTBa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar

Date / Date / Date / Date /

Hara: 23.03.2026 Hara: 23.03.2026 | Jlarta: 23.03.2026 Hara: 25705 %%4




@
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LeTpuu® TabneTky, NOKPHITHIE MIeHOUHOH obonoukoit, 10 mr

Market / PoiHok : Russia / Poccus

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

Cepust Ne k V20l0557 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 800001872488 Date of Analysis / 21.03.2026

AnannTudecknii oTuer Ne Jarta ananusa

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

Hata npou3goacTea TogeH o

Mfg. License No./ .

Ipon3BoacTBeHHAs : MNB/05/263 A o | JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according to ND: / Anaau3s nposeged no HJ/L: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTs! nepBH4HOI ynakoBku yTBepsxcaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUYHOI YTaKOBKH yTBepaxaeHbl: 17.02.2025

PL approved: / JIB yrBepaxkaen: 15.05.2024

Ne Test / IlokazaTennb Result / PesyabTaTsl

Specification / Hopma

9 Subdivision of tablets /
Jlenenune TadneTox

N Complies / CooTserctayer

muruppoxnopun) B Tabnetke (ot 90,0 % no
110,0 % OT HOMHWHANIBHOTO COIEPIKAHMS ).

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. /
TabneTku cooTBETCTBYIOT TpebOBAHUAM, ECIH
He 6onee 1 eqnHMUHAS Macca OTKIIOHAETCA 32
npenensl 85%-115% ot cpeaneit macchl.
TabneTku He COOTBETCTBYIOT TPCOOBAHUAM,
ecau Oonee yeM 1 MHAMBUOYanbHas Macca
[OTKJIOHSAIETCS OT 3TUX MPEAENIOB WM, eciy 1
MHAUBMIyabHas Macca OTK/IOHSETCs 38

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumedanne: I[IpoaykT cooTBETCTBYET TpeboBanusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloaroroBneHo: IlpoBepeHo: IIpoeepeHo (AOK): | Onobpeno: Obecneuenne kadectBa/OTBETCTBEHHOE JIMIIO:
Ramakant Pardeep Kumar Amit Kumar
&& t:.[——” - g

/ ) =
Date / Date / Date / Date / Q?ﬂg,uzé‘
Jlara: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 Jlara:




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lietpun® TabneTkH, NOKPHIThIC MIEHOUHOH 06010uKoM, 10 M

Market / PoiHok : Russia/ Poccus

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

Cepus Ne E V2600587 Pazmep cepun 25.00.000 Tab

Analytical Repovrt No./ . 890001872488 Date of Analysis / 21.03.2026

AHanuTuyeckHii oTuer Ne Jlara aHanuza

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

Jata npouspoacTea T'ogen ao

Mfg. License No. / .

Ipou3sBoacTEeHHas : MNB/05/263 e JITT-Ne(005456)-(PT-RU)
Homep PY

auueH3us Ne

Analysis performed according to ND: / Auanu3 nposegen no H/: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBu4Hoii ynakopku yrsepaxaennt: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi YNIAaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024

Ne | Test/Ioxazarean Result / PeaynsTaTsl Specification / Hopma
| npenenst 75%-125% ot cpenHeii Macchl.
10 Package / Onucanue 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. / [To 10 Tabnetok B !a carton. / ITo 10 tabyieTok B
[BX/TIBJIX//amomununesom 6auctepe. [[IBX/TIBX//amomunneBom Gnucrepe. Io 2
[To 3 Gnucrepa BMeCTe ¢ IMCTKOM- nin 3 6iMcrepa BMECTE C JIMCTKOM-
BKJIAJbILIIEM yIIaKOBaHbI B MauKy BKJTAZIBILIEM YTAKOBAHBI B [1AYKY KAPTOHHYIO.
KapTOHHY!O.
11 Labeling / MapkupoBka Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B coorBeTcTBHM € pa3aeniom 1.3.2
MOy 1 perHcTpaunoHHOro A0Che. |
12 Storage conditions / Ycnosust  |At temperature not higher than 25 °C / Ilpu Temnepatype He Bbie 25 °C.
XpaHeHHs!
13 [Shelf-life (storage period) / Cpox!3 years. / 3 ropa.
FOAHOCTH (CPOK XpAHEHMNA)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: Ipoaykt coorBercTBYeT TpeboBaHMsM HJI 3akawuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: IIpoBepeHo: [poeepero (AOK): | Onobpeno: O6ecneuenne kauectBa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar
- | M A
— -
Date / _ Date / Date / Date / =
Jara: 23.03.2026 Jata: 23.03.2026 Jara: 23.03.2026 Jara: 22 03-302¢




Dr.Reddy’s "5.

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
INMpoaykT: LeTpuna® TabneTkH, MOKPHIThIE MIEHOUHOH 000104KOMH, 10 M

Market / PoiHok : Russia/ Poccus

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

Cepust Ne # V2000357 Pa3mep cepun *25,00,000 Tab

Analytical Repoyrt No./ . 890001872488 Date of Analysis / . 21.03.2026

AHaJUTHYECKH I oTyeT NP JaTa ananuza

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

JiaTta npon3BoacTBa CoxeH oo

Mfg. License No. / .

T ———— : MNB/05/263 s e : JII-Ne(005456)-(PT-RU)
Homep PY

JIHUeH3us Ne

Analysis performed according to ND: / Ananus nposeaen nmo HJ: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4HOI yNaKkoBKkH yTBepxaeHnl: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOPHYHOIi YNaKOBKH yTBepxkaenbl: 17.02.2025
PL approved: / JIB yreepskaen: 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 NIPOU3BOAUTENIEM NPU BBIMYCKE MEPUOANYECKHU: 1A Kaxaoi 20-oit
cepuu UM He MeHee 1 pa3sa B roa. IlokasaTesnb Moxer ObITh He BKIIOUeH B CepTudmkar aHanuza Gpupme.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: ITpoaykt cooTreTcTBYET TpeboBaHuaM HJ| 3akaruenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarotoBnexo: ITposepeHo: Ipoeepeno (AOK): | OnobpeHo: Obecnedenne kauecTBa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar
W /\/\ 4P
o - -
Date / Date / Date / Date /
~82-%202
Hara: 23.03.2026 Hara: 23.03.2026 Jara: 23.03.2026 Jara: ?’Z 8 é




Dr.Reddy’s ¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykT: LleTprH® TabneTkH, NOKPbIThIE MIIEHOYHOH 060/104KOH, 10 Mr

Market / Peinok : Russia / Poccus

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

Cepust Ne § VIG0US57 Pasmep cepuu *25,00,000 Tab

Analytical Repovrt No./ . 890001872488 Date of Analysis / 21.03.2026

AHaJUTHYECKHi oTueT No Hata ananu3a

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

JlaTa npou3BoACTBa Togen no

Mfg. License No. / .

T —— : MNB/05/263 M. b JIM-Ne(005456)-(PT-RU)
Homep PY

auueHsus Ne

Analysis performed according to ND: / Anaau3s nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl mepBHYHOI yIaKoBKH yTBepxaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHO# YNaKOBKH yTBep:kaAeHsl: 17.02.2025
PL approved: / JIB yrBepxkaen: 15.05.2024

API name / Haumenoanue ADC: Cetirizine dihydrochloride / LleTpusnna guruppoxaopua
INN /MHH: Cetirizine / LleTupusun
API manufacturer batch number /

Homep cepun npoussoautess ADC: SREEEE

FP Manufacturer API Batch number / FETA00078

Homep cepuu cybctanunn npoussoaurtens I'JI@:

API Manufactured by, address & country / Glochem Industries Private Limited,
IMpoussoautens ADC, aapec u cTpaHa: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
I'noxem Mupactpuec Ipaiisut JInmuren,
VYyactku Ne 174-176, U JI.A., Bosnapam, CaHnrapeaau
Juctpukr - 502 325, Xaiinapaban, wrar TenaHrana, Muaus

Name, address, authorization No for FP manufacturing Dr. Reddy’s Laboratories Ltd.,

site / Control site / Release site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
HaumenoBaHue, aapec, JHUEH3Us A5 Solan (HP) 173205, India (license No MNB/05/263). /
IlpousBoacTBeHHast miowaaka / Ilnomaaka koHTpos J-p Pennu’c Jlabopartopuc JITn.,

kadecTBa / Ilnomaaka Beimycka ITpoussoacTeeHHoe noapasaeneHue-6, Bumi. Kxons, Hanarapx

Poyn, bapau, Quctpukt 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 /
Ipumeuanne: [Ipoaykr cooTBeTcTByeT TpeOoBanuam HJI Jaxnouenune: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ITonrotosneHo: IpoBepeHo: IpoeepeHo (AOK): | Ono6peHo: ObecneyeHue kauecTBa/OTBETCTBEHHOE JIMLO:
Ramakant Pardeep Kumar Amit Kumar

(s f V4
Date / Date / Date / Date / 0

fo l’%

Jara: 23.03.2026 JHata: 23.03.2026 Jara: 23.03.2026 Hara: 2-eh 3




Dr.Reddy’s !‘:'.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Hpoaykr: Llerpuu® TabneTky, NOKPLITHIE MeHO4HOMH 060s04K0#H, 10 MP

Market / Pbiok : Russia / Poccus

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

Cepus No ¥ B Pasmep cepin " 25.00,000 1a6

Analytical Repo“rt No./ . 890001872488 Date of Analysis / 21.03.2026

AHATHTHYECKHT oTyeT Ne JlaTa avanusza

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

JlaTa npou3BoacTBa I"'onen go

Mfg. License No. /

IIpousBoacTBeHHAas : MNB/05/263 MA nymbers/ 1 JI[I-Ne(005456)-(PI'-RU)
Homep PY

anuensnsa Ne

Analysis performed according to ND: / Auanus nposeaed no HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl nepBuYHO# YyIaKOBKH yTBepxKaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HOIl yNaKoBKH yTBepxaeHsbl: 17.02.2025
PL approved: / JIB yreepxaen: 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
establishedy. /

3akaouenne 0 cooTBETCTBHI: «HacToAwMM 8 NOATBEPKAAIO, YTO NPUBEICHHAA Bbillle MH(OPMALMS SBASETCS AOCTOBEPHOI U
TOYHOM. DTa Cepus NPOAYKUMH MpOoM3BeneHa (BKMIOWAA yNakoBKY (MapKMpOBKY) M KOHTPOJIL KauecTBa) Ha BbiLliEYKa3aHHOM
MPOMU3BOACTBEHHOI Tuolaike (MIOMAaaKax) B MOJHOM COOTBETCTBHHM ¢ TpeGopanuamu [TpaBun Hauiexalieil Tpon3BOACTBEHHOM
npaktHky EBpasuiickoro skoHomuueckoro coiosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeGoBaHuaMM
KOHTPOJIA KA4EeCTBA JIEKAPCTBEHHBIX CPE/ICTB, @ TAKAKE B COOTBETCTBHH CO CMIEUMDHKALMAMH, COAEPIKALMMHCA B PErHCTPALIMOHHOM
JIOChE CTPaHbI-UMNOpPTEpPA. 3anucH 10 NPOH3BOACTBY, YNAKOBKE M AHAMW3Y MPOBEPEHbI, H YCTAHOBIEHO HX COOTBETCTBHE
Tpedosanuam [Npasun HawiexKaeil NPoOU3BOACTBEHHOI NpakTHKH EBpazniicKoro 3KOHOMHYECKOTO COf03an.

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

Mpumeuanne: [poaykr coorercreyer tpedopannam HJL 3akuouenne: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonrorosneno: ITposepeno: [MposepeHo (AOK): | Onobpeno: Obecneuenue kayectpa/ OTBETCTBEHHOE JIMLIO:
Ramakant Pardeep Kumar Amit Kumar

4

B | | Z

Date / Date / Date / Date / %2024
Jara: 23.03.2026 Jlara: 23.03.2026 Jlara: 23.03.2026 Jlara: 230%




