Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

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

CEPTU®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: [Herpun® TabieTKu, IOKPLITHIE TIEHOYHOH 06010uKOM, 10 MIP

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepusi Ne % ¥2601058 Pa3mep cepuu 50,00,000 Tab

Analytical Repovrt No./ . 890001884638 Date of Analysis / 30.05.2026

AHaJauTHYeCKHil oTueT Ne Jlara ananusa

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

JlaTta npou3BOACTBA I'onen g0

Mfg. License No. /

NpouseoxcTaenuan . MNB/05/263 MA nibee: ¢ JI-Ne(005456)-(PT-RU)
Homep PY

Juuensus Ne

Analysis performed according to ND: / Anaaus nposegen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThbl NepBHYHOi YIaKOBKH yTBepxaeHbi: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOpHYHOH yNaKoBKH yTBepxaeHbi: 17.02.2025
PL approved: / JIB yreepaxkaen: 15.05.2024

7N2 Test / Iloka3zaTenb

Result / PesysnbTaThbl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrible ABOSKOBHINYKJblE TabNeTKH,
[OKpPHITBIE  [JIGHOWHOH  000no4koit
Oeyoro 1BeTa, C pHCKOM Ha OOHOHU
cropoHe. Ha momnepeuHom paspese —

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.
/ Kpyriele OBOAKOBBIYKJIBIE —TabieTKy,
MOKPBITbIE TUIEHOYHOH 060J04koii 6Gesoro
WJIM MOYTH GeJIoro UBeTa, ¢ PUCKOM Ha ONHOH
cropoHe. Ha nmonepeuHoM paspese saapo ot
6enoro 10 mouTH 6eJIoro LBETa.

|aopo 6enoro uBeTa.

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykt coorBeTcTBYeT TpeGoBanuam HJI

Conclusion : APPROVED /
3axnwdenune: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /

IToaroroeneHo: [TpoBepeHo: ITpoeepero (AOK): | Ono6peno: ObecneueHne kauectBa/ OTBETCTREHHOE JIULIO:

Rama Kant Pardeep Kumar Amit Kumar

& SnIvpu|
S il /\,_/A/

JaN|

Date / Date / Date / Date/ ( }

MHara: 30.05.2026 Harta: 30.05.2026 | Jata: 30.05.2026 Hara: AK/O &(7%
=75 >~ &

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lletpun® TabnerkH, nokpbIThe NaeHoYHOU obonoyko#, 10 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepus Ne f R Pazmep cepuu 50,00,000 Ta6

Analytical Repourt No. / . 890001884638 Date of Analysis / 30.05.2026

AHaJINTHYECKUI oTUeT No Jarta anannza

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

JlaTta nponsBoacTrea I'oaen go

Mfg. License No. /

IlponsBoacTBeHHAR : MNB/05/263 MA mmbers ¢ JITI-Ne(005456)-(PT"-RU)
Homep PY

JnieH3us Ne

Analysis performed according to ND: / Ananus nposenen no H/I: JITT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOIi ynakoBku yreepxaennr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynakoBkH yTBep:KaAeHbI: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Result / PesyabTaTthl

Specification / Hopma

Ne Test / IlokazaTenn

2 Identification /
Unentudguranus
HPLC / B3XX

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
istandard solution. / Bpems ynep>xuBanus
OCHOBHOT'O MKa Ha XpOMaTorpamMmme
UCMBITYEMOrO PaCTBOpPa COOTBETCTRYET
BpeMeHH yIep>KMBAHUS OCHOBHOTO MHKa
Ha XpoMaTorpamMme CTaHJapTHOrO
pacTBOpa LETMPU3MHA THAPOXJIOPUAA.

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)uBaHHUS OCHOBHOTO NHKA Ha
XpOMaTorpamMmme UCTIBITYEMOr'0 pacTBopa
IOJDKHO COOTBETCTBOBATH BPEMEHU

Y AE€p>KUBAHHS OCHOBHOTI'O MHKa Ha
XpoMaTorpaMMe CTaHAapTHOTO pacTEopa
LETHPU3MHA THAPOXJIopUaa (pasaen
«KonuuecTBeHHOE onpeaeneHue).

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpogykr coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

o

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMoaroTtoseHo: IIpoeepeHo: IIpoBepero (AOK): | Onobpeno: Obecnieuenre kauecTBa/OTBETCTBEHHOE JIULIO:
Rama Kant Pardeep Kumar Amit Kumar

o || s AR

Zal et I s 0

P
Date / Date / Date / Date / /O%
Jara: 30.05.2026 Jara: 30.05.2026 | Hara: 30.05.2026 Jara: ( M( b1 %
="

= 97

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




Dr.Reddy’s ":‘

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

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

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Letpun® TabnaeTkH, MOKPHIThIE INIEHOYHOH o6onoukoit, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /
Cepusi Ne £ V3601058 Pasmep cepun 50,00,000 Tab
Analytical Repovrt No./ . 890001884638 Date of Analysis / 30.05.2026
AHanuTnyeckuii oTyeT No JlaTa anannza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoacTBa I'onen g0
Mfg. License No. /
MA number: /
IMpousBoncTBeHHasn : MNB/05/263 Homep PY JITI-Ne(005456)-(PI'-RU)

annensus Ne

Analysis performed according to ND: / Anaaus nposenen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI yNaKOBKH yTBepxkaeHsbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HO} yIaKOBKH yTBepxkaeHnbi: 17.02.2025

PL approved: / JIB yreepaaen: 15.05.2024

Ne Test / [loka3aTens Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /

Complies / CooTBeTcTBYeT

Y®- cniektpodoToMeTpus

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®-cneKkTpsl MOrI0LEeHHA
HCITBITYEMOTO PacTBOpa M CTAHAAPTHOTO
pacTBOpa LETHPHU3HUHA THAPOXJIOPU/IA B
obnactyu ot 200 mo 400 HM MOMKHBI UMETH
MaKCUMYMBI TIOTJIOWIEHHS TIPH OIHOM W TOM
PKe [UTMHE BOJIHBI C JOMYCTUMBIM
OTKJIOHEHUEM + 2 HM.

3 Dissolution / PacrBopenue

95 %; 95 %; 92 %; 94 %; 95 %;

94 %

Not less than 80% (Q) of the labeled amount
of C21HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHUHAJIBHOTO COAEPXKAHUS
C2|H25C]N203'2HC1 (HCTHpHElHHa
auruapoxsiopua) yepes 30 MHH.

Remarks : The Product confirms to ND/
Ilpumeuanue: [ponykT cooTBercTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
INoarorosneHo: IposepeHo: [Mposepeno (AOK): | OnobpeHo: Obecneuenue kauectBa/OTBETCTBEHHOE JIULIO:
Rama Kant Pardeep Kumar Amit Kumar
SN/
/™ Dy
Date / Date / Date / Date / UUV (OIO %
Jara: 30.05.2026 MHara: 30.05.2026 | Jlara: 30.05.2026 Jara: K'\( 5
\ T o / ’

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




Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: Lletpun® TabneTiu, MOKPBITLIE TUIEHOYHOM 000s104KOMH, 10 MI

JauueH3usa Ne

Market / PuiHok : Russia / Poccus
Batch No. / . Batch Quantity / 50,00,000 tab /
Cepus Ne ¢ NS Paszmep cepuu 50,00,000 Tab
Analytical Repovrt No./ . 890001884638 Date of Analysis / 30.05.2026
AHanuTHYecKHii oTyeT No JlaTa aHasauza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
Jlata npon3BoacTBa I'ogen go
Mfg. License No. /
MA number: /
ITponsBoacTBeHHAs : MNB/05/263 Homep PY JITI-Ne(005456)-(PT-RU)

Analysis performed according to ND: / Ananns nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl nepBH4YHOH YNnakoBKH yTBepxkaeHnl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOH yNaKoBKH yTBepxaeusbi: 17.02.2025
PL approved: / JIB yrep:kaen: 15.05.2024

No Test / Iloxa3zaTenn

Result / PesyabTaThi

Specification / Hopma

4 Uniformity of dosage units /
OpHOPOIHOCTD A03UPOBAHHBIX

CAHHHI

4.2

Acceptance value (AV) should be not more
than 15.0 / TToka3zarens npuemnemoctu (AV)
JToJbKeH ObiTh He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: Ipoaykt coorBercTByeT Tpeboranuam HJL

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarorosnexo: IpoBepeHo: ITporepero (AOK): | OnoGpeno: O6ecneueHne kauecTBa/OTBETCTBEHHOE JIULO:
Rama Kant Pardeep Kumar Amit Kumar

Al ,
Date / Date / Date / Date /
Hara: 30.05.2026 Hara: 30.05.2026 | Hata: 30.05.2026 Jlata: R .

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:'.

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTpuH® TabneTku, MOKPLITHIE MIEHOYHOH 060s104yKoi, 10 Mr

Market / PoiHok

: Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepust Ne ¢ ¥aoldiisd Pazmep cepuu 50,00,000 Ta6

Analytical Repovrt No./ . 890001884638 Date of Analysis / 30.05.2026

AHajauTuueckuii oTuet No JaTa aHajau3sa

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

JlaTta npousBoacTBa I'ogen no

Mfg. License No. / .

MpoussoxcTaenuas : MNB/05/263 A mumber: / JITE-Ne(005456)-(PT-RU)
Homep PY

JIHLEH3Hs1 Ne

Analysis performed according to ND: / Ananu3s nposeaen no HJL: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOH yNaKoBKH yTBepaxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yNaKOBKH yTBepxaenbl: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

5 Impurities / lIpumecn
Impurity A /
[Tpumecs A Below LOD (LOD =0.005 %) / Himxe
npenena oduapyxenus (ITO = 0,005 %) [Not more than 0.2 % / He 6onee 0,2 %
Impurity B /
[Ipumecs B 0.03 % Not more than 0.2 % / e Gonee 0,2 %
Impurity C/ Below LOD (LOD =0.006 %) / Hixe [Not more than 0.2 % / He 6oxnee 0,2 %
[Mpumecs C npenena obHapyxenus (I10 = 0,006 %)
Impurity D / Not detected / He o6Hapy»xeHa Not more than 0.2 % / e 6onee 0,2 %
[Tpumecs D
Impurity E / Below LOQ (LOQ = 0.023 %) / Hrxe
[Npumecs E npejena KoJnyecTBeHHoro onpeenerusaNot more than 0.2 % / He Gonee 0,2 %
(ITKO = 0,023 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanwne: Ilpoaykt cooTeTcTBYET TpeboBanuam HI 3akaouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToaroropneHo: IIpoBepeHo: ITposepeno (AOK): | Omobpeno: Obecneyenre kauecTBa/OTBETCTBEHHOE JIULO:
Rama Kant Pardeep Kumar Amit Kumar
) FaN £
Date / Date / Date / Date / i %
JHara: 30.05.2026 Hara: 30.05.2026 Hara: 30.05.2026 Hara: /{ 99

A2

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

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

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10

mg

IIpoaykr: LlerpuH® TabneTkH, MOKPHITHIE MIEHOYHOK 060s10uKOit, 10 Mr

Market / PeiHok

: Russia / Poccus

Batch No. / : Batch Quantity / 50,00,000 tab /

Cepust No # Vatlins Pasmep cepuu 50,00,000 Ta6

Analytical Repovrt No./ . 890001884638 Date of Analysis / 30.05.2026

AHanuTHYECKHIT oTueT No JlaTa anasnusa

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

JlaTa npou3BoACTBA T'ogen oo

Mfg. License No. / .

NpoussoacTeennas : MNB/05/263 MA apmber; J JI-Ne(005456)-(PT-RU)
Homep PY

auneHsus Ne

Analysis performed according to ND: / Ananns nposeaen nmo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBu4HOi yNnakoBKH yTBepxaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOI yNaKoBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yrBep:kaen: 15.05.2024

Impurity F /
[Tpumecs F

Any individual unidentified
impurity / JIro6as eaMHuYHas
HenIeHTUGULUPOBAaHHAS IPUMECE

Below LOD (LOD =0.015 %) / Huxe
npenena oonapyxenus (110 = 0,015 %)

Below LOQ (LOQ = 0.05 %) / Huxe
npeacna KOMMYECTBEHHOIO ONpeaACIeHHA
(ITKO = 0,05 %)

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

INot more than 0.2 % /
He Gosee 0,2 %

Total impurities /

CyMMma npumeceii 0.0335 %

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

Remarks : The Product confirms to ND/
Ilpumeuanne: IpoaykT cooTBeTCTBYET TpeboBaHuamM H/JI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
ITonrorornexo: IlpoBepeHo: ITposepeno (AOK):
Rama Kant Pardeep Kumar Amit Kumar

b |

/\—f/

Approved by: Quality Assurance/Authorized person /
OpobpeHo: Obecneyenne kauecTBa/OTBETCTBEHHOE JIMLIO:

SAIVAM|

; a1\ W jo
Date Date / Date / Date / Lf' ;2 ‘
Jlata: 30.05.2026 Jata: 30.05.2026 Hata: 30.05.2026 Jara: }Mﬁﬁ

ilia-" sl

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




Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: Lletpun® TabneTkH, NOKpeITHE IEHOUHON 060s0uKOi, 10 Mr

Junensust Ne

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 50,00,000 tab /
Cepus Ne b V2601058 Pasmep cepuu 50,00,000 Tab
Analytical Repourt No./ . 890001884638 Date of Analysis / 30.05.2026
AHaINTHYECKH oTueT Ne JlaTta ananusa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npoH3BOJACTBA TI'open g0
Mfg. License No. /

MA number: /

: JITT-Ne E ”

IpousBoacTBeHHAR MNB/05/263 Howmep PY IT-Ne(005456)-(PI'-RU)

Analysis performed according to ND: / Ananau3s nposeaen no HJI: JITT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHON yNaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTb! BTOPHYHOH yNaKOBKH yTBepxAeHbl: 17.02.2025
PL approved: / JIB yrBep:kaen: 15.05.2024

No Test / Ilokazatennb Result / PesynabTaTnl Specification / Hopma
6 Water content / 28 % Not more than 8.0% /
CosiepaHne BOJbI © e He Gonee 8.0 %
7 Microbiological purity* /
Muxpoduosiornyeckas
qucToTa®
a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
O61iee urCno adpOOHBIX Menee 10 KOE/r He 6onee 1000 KOE/r
MUKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6uiee uucno Menee 10 KOE/r He 6osiee 100 KOE/r
NPOXKEBBIX U TUIECHEBBIX FPHOOB
¢) E. coli Absent in 1g / OtcytcTByer B 1 Shall be absent in 1g/ OrcyTcTBHe B 1 T
8 Assay / KontnuecTBeHHOe From 9.0 mgto 11.0 mg of
onpeaeJeHue C»1HasCIN2O3- 2HCI (Cetirizine
L Dihydrochloride) in tablet (90.0 % to 110.0 %
il of label claim). / Ot 9,0 mr no 11,0 Mr
C21H2sCIN2O3- 2HCI (uetupusvna

Remarks : The Product confirms to ND/
Ipumeuanue: IpoaykT cooTBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

iy

e

Prepared by / Checked by /
IloAroToBneHo: IlposepeHo:
Rama Kant Pardeep Kumar

- .

=

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnieyenue kayecTBa/OTBETCTBEHHOE JIULIO:

SHIVAN]

o

Date /
Hata: 30.05.2026

Date /

JHara: 30.05.2026

A -
Date /

Jata: 30.05.2026

Date /

Jlara:

Wgdne
T

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘%".

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
ITpoaykr: Lletpun® TabieTkH, MOKPbIThIE NASHOYHOM 060104KOH, 10 M

JauueH3ua Ne

Market / PoiHok : Russia / Poccust
Batch No. / . Batch Quantity / 50,00,000 tab /
Cepust Ne sy Pasmep cepun 50,00,000 Ta6
Analytical Repovrt No./ . 800001884638 Date of Analysis / 30.05.2026
AHaauTndecknii oryer No Jarta ananunza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoAcTBa I'open no
Mfg. License No. /
MA number: /
ITpoussoacTBeHHas : MNB/05/263 Homep PY JIIT-Ne(005456)-(PI"™-RU)

Analysis performed according to ND: / Ananu3s nposeaen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4YHOI YNAaKOBKH yTBep:xaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUYHOIi YIaKOBKH yTBepskAeHbl: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

Ne

Test / Iloxa3zarenn

Result / PesyabTaThl

Specification / Hopma

muruapoxnopun) B tabnerke (ot 90,0 % no
110,0 % OT HOMHHANEHOTO COAEPIKAHHS).

9 Subdivision of tablets /
JleneHue TabmeTok

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. /
TabneTku COOTBETCTBYIOT TPEOOBAHHSM, €CITH
He bonee 1 enuHNYHAS Macca OTKIIOHAETCSA 3a
npenensl 85%-115% ot cpennHeii Macchl.
'TabneTku He COOTBETCTBYIOT TpeGOBaHMSM,
ecyd 6ostee ueM 1 uHAMBMOYaNbHAs Macca
OTKJIOHSETCS OT 3THX MPEAESIOB WIIH, €Cliu |
MHIMBHYyasIbHas Macca OTKJIOHAETCS 3a

Remarks : The Product confirms to ND/
ITpumeuanne: IIponykt coorBeTcTBYET Tpeboranusm HJI

Conclusion : APPROVED /
Jakmwuenne: OJIOBPEHO

Prepared by /

IloarorosineHo:

Rama Kant

Checked by /
IlpoBepeno:
Pardeep Kumar

L

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

/\//

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecnieueHre kayecTBa/OTBETCTBEHHOE JIHLO:

SHVAN)

0

Do =

Date / Date / Date / Date / } '

Jlata: 30.05.2026 | Jlata: 30.05.2026 | Jlara: 30.05.2026 | Jata: ~ (013,,%
o

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: Lerpuu® Tabnertiu, NOKphITHIE MIEHOUHOH 0060n04KoH, 10 Mr

Market / PbiHok

: Russia / Poccust

JauneH3us Ne

Batch No. / . Batch Quantity / 50,00,000 tab /
Cepus Ne g Pasmep cepuu 50,00,000 Ta6
Analytical Repovrt No./ . 890001884638 Date of Analysis / 30.05.2026
AnanuTnyeckuii oTuet No JaTa ananuza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
Jarta npousBoacTBa I'ogen a0
Mfg. License No. /

MA number: /

: -No ” S

IIpousBogcTBEHHAS MNB/05/263 Homep PY JIT1-Ne(005456)-(PI'-RU)

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposeaen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTs! nepBHYHOMH yNIaKOBKH yTBepiaeHbl: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOPU4HOI YNAKOBKM yTBepikaeHbl: 17.02.2025

Ne Test / [TokazaTejn Result / PesysabTaTsl Specification / Hopma
npenensl 75%-125% ot cpeaneit Macchl.
10 Package / Onucanne ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information [or 3 blisters and patient information leaflet in
leaflet in a carton. / Tlo 10 Tabnetok B |a carton. / ITo 10 Tabnetok B
[BX/TIBJAX//amomunuesom bnucrepe. |[IBX/TIBJ/IX//antomunuerom Gucrepe. [To 2
[To 2 6mrcTepa BMECTE C JIMCTKOM- unu 3 GucTepa BMECTE C IMCTKOM-
BKJIAJIBILIEM YNAaKOBAHbI B MaYKy BKJIAJIbILLEM YIIAKOBaHB! B MAYKY KAPTOHHY!IO.
KapTOHHYIO.
11 Labeling / MapxupoBka Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B cooTBercTBHH ¢ paznenom 1.3.2
MonyJisi 1 perucTpalMoHHOrO OChE.
12 Storage conditions / YcaoBuss At temperature not higher than 25 °C / Ilpu temnepartype He Boime 25 °C.
~ |xpaHeHus
13 Shelf-life (storage period) / Cpox3 years. / 3 roaa.
rOAHOCTH (CPOK XPAHEHHA)

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoayKT COOTBETCTBYET TPeh

oaHusaM HJI

Conclusion : APPROVED /
3akaoyenne: OJJIOGPEHO

Prepared by / Checked by /
IonrorosneHo: IIposepeno:
Rama Kant Pardeep Kumar

D

—

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

Approved by: Quality Assurance/Authorized person /
Opnobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE JIULO:

CHIVAN)

/
Date/

Jara: 30.05.2026

Date /
Jara: 30.05.2026

%,_/\
/
Date /

Jlara: 30.05.2026

Date /
JlaTa:

/N 2 O
(ol
F

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddvs.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




‘.o Dr. Reddy's Laboratories Ltd.

Y °® Formulation Unit-6

Dr. Reddy s '. Viil. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykt: LHerpun® Tabnetku, NOKpoITHIE MIEHOYHOH 060s10uK0it, 10 Mr

Market / Peinok : Russia / Poccust

Batch No. / . Batch Quantity / . 50,00,000 tab /

Cepus Ne 5 SRR Pasmep cepuu " 50,00,000 Tab
Analytical Repourt No./ . 890001884638 Date of Analysis / 30.05.2026
AHaJUTHYECKHUH oTyeT Ne JlaTa aHanu3a

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

JlaTa npou3BoacTBA Togen g0

Mfg. License No. /

IpoussoacTeenmas . MNB/05/263 Bl Amuonderssi : JITI-Ne(005456)-(PT-RU)

Homep PY

JHneH3ns Ne
Analysis performed according to ND: / Ananu3 nposegen no HJI: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTs! nepBH4HOIl yNaKoBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH YNaKOBKH yTBepxk/leHbl: 17.02.2025
PL approved: / JIB yrBep:kaen: 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. / IIporoaUTCS NPOU3ZBOJUTENIEM MIPU BBIMTYCKE MEPUOAUUECKH: At KaXknoi 20-oi
cepuu W He MeHee 1 pasa B roy1. [lokazarens MoxeT ObITh He BknioueH B CepTudukar aHanuza GpupMel.

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

IIpumeuanue: Ilponykr coorsercTyeT TpeGopanusm HJT 3aknwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToarotorneHo: [IpoeepeHo: IIpoeepeno (AOK): | OmobpeHo: Obecnedenne kauecTsa/OTBETCTBEHHOE JIULO:
Rama Kant Pardeep Kumar Amit Kumar

SHVAN )
@ Lo | -

/N
Date / ' Date / Date / Date / \
Jlata: 30.05.2026 | Jlara: 30.05.2026 | [Jlaa: 30.05.2026 | Jlara: U)L/};@&n%
’y \Vd/ y

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 1L85195AP1984PLC0O04507
www.drreddys.com



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

Viil. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
ITpoaykr: LletpuH® TabneTku, NOKPbITHIE MIeHOYHON 060J104KOH, 10 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepus Ne s i Pasmep cepun 50,00,000 Ta6

Analytical Repourt No./ . 890001884638 Date of Analysis / 30.05.2026

AHaauTHYecKHi oTyeT No Jara ananu3a

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

JlaTa npou3BoacTBA TogeH g0

Mfg. License No./

MpoussoxcTaenHan : MNB/05/263 AR, e ¢ JITI-Ne(005456)-(PT-RU)
Homep PY

JMueH3us Ne

Analysis performed according to ND: / Ananu3s nposegen no H/L: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl mepBHYHOI yNnakoBKY yTBepaxaeHsi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOH ynakoBKH yTBepxaensl: 17.02.2025
PL approved: / JIB yreepskaen: 15.05.2024

Cetirizine dihydrochloride / LleTupusnna auraapoxiopusm
Cetirizine / LieTnpusun

BT00-26013

API name / HaumenoBanne ADPC:

INN / MHH:

API manufacturer batch number /

Homep cepuu npousBoautenss A®C:

FP Manufacturer API Batch number /

Homep cepuu cy0cranuuu nponssoguress [JIO:
API Manufactured by, address & country /
IIpouspoautens ADC, aapec u cTpaHa:

FETA00164, FETA00165

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

Vuactiku Ne 174-176, U.JI.A., Bonnapam, Caurapenau
Jucrpukr - 502 325, Xatinapaban, wrat Tenanrada, MHaus
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 ¢ JIaGopatopwuc JIta.,
IIpouzBoacTBeHHOE noapazaenenue-6, Buiu. Kxons, Hanarapx
Poyn, banmy, uctpukt Conan, X.I1., 173205, Unaus
(JTuuenzus Ne MNB/05/263).

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been

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

HaumeHoBanue, agpec, JULEH3HS TS
IIponsBoacTBeHHas niowanka / Ilnomwagka koHTpoas
Kayecra / [Inomagka Bpinycka

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: ITpoaykt coorpercTByeT Tpebopanusam HJL 3axumouenue; OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloaroTtoneHo: IIpoBepeHo: ITposepeHo (AOK): | Onobpeno: Obecnieuenre kauecTsa/OTBETCTBECHHOE JIMLIO:
Rama Kant Pardeep Kumar Amit Kumar 'L}U ,

\ A g
Date / Date / Date/ Date / ,
Jlata: 30.05.2026 | Jlata: 30.05.2026 | Jlara: 30.05.2026 | Jara: W 14

=

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




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

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

Qe
Dr.Reddy’s ‘,‘.‘

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: IeTpuH® TabaeTKH, MOKPHITHIE MIEHOYHOH 06010uKO#, 10 MI

Market / Poinok : Russia/ Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepun Ne s V261058 Pa3smep cepun 50,00,000 Tab

Analytical Repourt No./ . 800001884638 Date of Analysis / 30.05.2026

AHANUTHYECKHUI oTUeT No JaTa ananau3za

Date of Manufacture / . 04/206 Date of Expiry / 03/2029

JlaTa npousBoAcTBa T'onen g0

Mfg. License No. / .

T — . MNB/05/263 VLS. FR B | JII-Ne(005456)-(PT-RU)
Homep PY

Juuensnsa Ne

Analysis performed according to ND: / Ananuz nposeaen no H/: JITI-N2(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTnl mepBU4YHO# ynakoBku yreepxaenns: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHUYHO# ynakoBKH yTBepxaeHsl: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024

manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) and requirements to the
medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging
and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is
established». /

3akar04eHde 0 coOTBeTCTBHU: «HacToAIMM 5 MOATBEPIKIA0, YTO NPUBEAEHHAS Bbillle HHOOPMALIUS ABJIAETCS AOCTOBEPHON U
TOYHOM. DTa cepus MPOAYKLHM MpOH3BeleHa (BKJIOYas YMAKOBKY (MapKHPOBKY) M KOHTPOJb KAayeCcTBAa) Ha BBIILEYKA3aHHOM
MPOW3BOACTBEHHOM IUIoINaaKe (IUIOMaAKax) B MIOJHOM COOTBETCTBHHM ¢ TpeGoBaHusMu IIpaBun Haanexalei npousBOACTBEHHON
npaktiky Eppasmuiickoro sxoHoMudeckoro cowosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centabpa 2025 r.) u TpeGoBaHUAMH
KOHTPOJISl KAYECTBA JIEKAPCTBEHHBIX CPEJICTB, @ TAKXKE B COOTBETCTBUHU CO CHELMPUKALMAMU, COAEPHKALUMHUCS B PETUCTPALIMOHHOM
JOCbe CTpaHBI-UMIIOpTepa. 3alucH M0 MPOU3BOACTBY, YNAKOBKE M aAHAM3Y MPOBEPEHBl, U YCTAHOBJIEHO MX COOTBETCTBHUE
TpeboBaHuAM [1paBui Hagnexkaleil MpoU3BOACTBEHHOM NPakTHKH EBpa3niickoro 3KOHOMHYECKOTO COK3ay.

| Remarks : The Product confirms to ND/
Hpumeuanue: [IpoayKT COOTBETCTBYET TPE

oosauusam HJT

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / Checked by /
IToarorosneHo: IIposepeno:
Rama Kant Pardeep Kumar

-

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kayectsa/OTBETCTBEHHOE JIUIIO:

SHIVAMI

Date /

Date /

et
Date /

JHara: 30.05.2026 Jlarta: 30.05.2026

Jara: 30.05.2026

Date /
JlaTa:

My
oo
W
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