Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

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

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

CEPTHDUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykt: lletpuH® TabaeTku, MOKPLIThIE MICHOYHOH 060s0uKOM, 10 Mr

Market / Prinok

: Russia / Poccus

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

Cepus No E V2600525 Pasmep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001876250 Date of Analysis / 11.04.2026

AHanuTHUYECKMiT oTueT Ne JlaTa aHanusza

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

JlaTa npousBoacTBa Tonen po

Mfg. License No. / .

Tipoussoncreensas . MNBJ/05/263 LA e JITI-No(005456)-(PT-RU)
Homep PY i g

auueH3us Ne

Analysis performed according to ND: / Avaau3s nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThbl NepBUYHOI YNIaKOBKH yTBep:KAeHs1: 12.11.2024
Artworks of secondary package approved: / MakeTbl Bropu4yHoii ynakoBku yreep:xaensi: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne Test / Ilokazarenn

Result / PesysabTaThl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnble ABOAKOBBIMYK/Ibie TabneTku,
MOKpLITbIE  IUIEHOYHOH  o0Oonoukow
Oenoro 1BeTa, C PUCKOH Ha OJHOM
cropoHe. Ha nomepeuHom paspese —
ianpo Genoro 1iBeTa.

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.
/  Kpyribie NBOAKOBBINYKJbIE TaONETKH,
NOKPBIThIE TUIEHOYHOW obosoukoi OGenoro
WM TouTH Genoro UBeTa, ¢ pUCKOH Ha OJHOM
cropore. Ha nonepeuHoM pazpese sapo OT
6esioro 10 oyt GeIoro UBeTa.

Remarks : The Product confirms to ND/
IIpumeyanne: IIpoaykT cooTBeTcTBYeT TpeOoBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroToBieHo: ITpoeepeno: Rama | [MpoeepeHo (AOK): | Onobperno: Obecneuenune kauecTsa/OTBETCTBEHHOE JIMLIO:
Ashish Kumar Kant Ajay Kumar . w
Srivastava /
Eg . QW («f WO
~0 MO
Date / Date / Date / Date /
Hara: 11.04.2026 Hata: 11.04.2026 JHara: 11.04.2026 Jlara: ‘),é

RS
A

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, _Tel;anga.na, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: Lerpun® Tabnerku, NokpsITeie mIeHouHoi o6os0oukoit, 10 Mr

Market / Poinok

: Russia / Poccust

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

Cepusi Ne — Pasmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001876250 Date of Analysis / 11.04.2026

AHAJHTHYECKHH oTueT No JlaTta ananunsa

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

JlaTa npoH3BOACTBA T'onen oo

Mfg. License No. / )

MponssoxcTsenman : MNB/05/263 BIA numiber: J JITI-Ne(005456)-(PT-RU)
Homep PY

JuneHzus Ne

Analysis performed according to ND: / Ananus nposegen no HJ/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBH4HOI yNakoBKH yTBepakaeHsbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH YyTAaKOBKH YTBep:xkaeHbl: 17.02.2025
PL approved: / JIB yrBepaxxaen: 15.05.2024

Ne Test / Ilokazatenn Result / PesyabTaTbi Specification / Hopma
2 Identification / The retention time of the main peak in o ) )
WaenTudurauns 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_m the
Cetirizine Hydrochloride reference chromatogram of Cetm;mc Hyd.rochlorlde
standard solution. / Bpems ynepxuanus reference standard solution (section "Assay").
OCHOBHOTO MHKa Ha XpOMaTorpaMme
HCTIBITYEMOTO PACTBOPA COOTBETCTBYET |DPEMA YASPXKHBAHHS OCHOBHOTO MHKA Ha
BpeMeHH yIepKUBaHUs OCHOBHOTO MiKa (XPOMATOrPaMME UCTILITYEMOro pacTBopa
Ha XPOMaTOrpaMMe CTAHAAPTHONO NOJDKHO COOTBETCTBOBATL BPEMEHH
pACTBOpA LeTHPH3HHA TUAPOXIOpUaa.  YACPKUBAHMA OCHOBHOTO Mika Ha
XpoMaTOorpaMMe CTaHIApTHOT'O PacTBopa
UETHPU3MHA rHApoXJIopUza (pasaen
«KonunyecTBeHHOE OnpeaeneHue).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IIpoaykT coorsercTByeT Tpeborannam HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloarorosieHo: [Tposepeno: Rama | Ilpoeepeno (AOK): | Omobpeno: Obecneuenue kayectsa/OTBETCTBEHHOE JIULLO:
Ashish Kumar Kant Ajay Kumar
Srivastava

gt

A dﬁ?
Bl

Date /
Jara: 11.04.2026

Date /
Hara: 11.04.2026

Date /
Hara: 11.04.2026

Date /
Jata:

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

Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDIiA
Tel : +91 98166 56001-02
www.drreddys.cam

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxkr: LletpuH® TabneTKu, NOKPLITHIE MIEHOUHOH 06010uKoi, 10 M

Market / Poinok : Russia / Poccus

auieH3us Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne N VR Paszmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001876250 Date of Analysis / 11.04.2026
AHaIUTHYECKHIT oTyeT No JlaTa aHanu3za
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa mpou3BoacTBa Togen xo
Mfg. License No. /
MA number: /
IIpon3BoacTBeHHAN : MNB/05/263 Homep PY JITI-Ne(005456)-(PT"-RU)

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHONH yNIaKOBKH yTBepaIeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI ynakoBKH yTBepikaeHbl: 17.02.2025
PL approved: / JIB yTBepskaen: 15.05.2024

No

Test / Iloka3zarensb

Result / PesyabTars!

Specification / Hopma

UV- spectrophotometry /
Y®- criekrpodoToMeTpHs

Complies / CooTBeTcTBYET

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®-criextpsl NOTJIOLIEHUS
MCIILITYEMOrO PacTBOpPa U CTAHAAPTHOrO
pacTBOpa LETUPU3UHA TMAPOXNOpH/A B
obnactu ot 200 no 400 HM JOKHBI HMETh
MaKCHMYMBbl MOTJIOLIEHHs TIPH OJHOM U TOH
)K€ UTHHE BOJIHBI C AOMYCTHMbIM
OTKJOHEHHEM *+ 2 HM.

3 Dissolution / PacTBopeHnue

97 %; 99 %; 96 %; 96 %0; 91 %;

95 %

Not less than 80% (Q) of the labeled amount
of C21Ha5CIN2O3:2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJILHOTO COMIEPKAHUS
C21HasCIN203: 2HCI (uetupusmna
Luuru,upoxnopm[) yepes 30 MUH. |

Remarks : The Product confirms to ND/
IIpumeyanue: IIpoaykT cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3axnwuenne: ONOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[Moarorornexo: [posepeno: Rama | I[posepeno (AOK): | Onobpeno: Obecneuenue kauectBa/OTBETCTBEHHOE JIULIO:
Ashish Kumar Kant Ajay Kumar
Ar Srivastava w M
’@b ny
@f\/ A\
— a
N &

Date / Date / Date / Date / \ W
Hara: 11.04.2026 Hara: 11.04.2026 | Hdata: 11.04.2026 Jara: T (-O % N ( =

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: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

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

Vill. Khot, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.cam

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Llerpun® TabneTku, NOKpeIThIE MIEHOUHOI 06010uKoH, 10 Mr

JauueHsus Ne

Market / Porvox : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne B RSulle Pa3mep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001876250 Date of Analysis / 11.04.2026
AHajsuTHYecKHi oTueT No Jata ananusa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoACTBa T'ogen fo
Mfg. License No. /
MA number: /
IlpousBoacTBeHHAsN : MNB/05/263 Homep PY JITI-Ne(005456)-(PT"-RU)

PL approved: / JIB yrsepaxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaed mo HJ/L: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBUYHOI yTaKOBKH yTBepxIeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpM4HOIi yNaKoBKH yTBepxaeHsl: 17.02.2025

Ne Test / [loxazaTenb Result / Pe3ysbTaThl Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTH A03MPOBAHHbBIX 6.7 than 15.0 / IToka3arens npueMiemMocty (AV)
| leaMHHI noskeH OeITh He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT coorsercTBYET TpebGoBaHuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloarorosneHo: [Tposepeno: Rama | ITposepero (AOK): | Onobpeno: Obecnieuenne xauectBa/OTBETCTBEHHOE JIMLIO:
Ashish Kumar Kant Ajay Kumar
6& Srivastava bg.) \}/QAD
- i ()
AN
Date / Date / Date / Date / \}}}/ 4
Jara: 11.04.2026 Hara: 11.04.2026 | Hara: 11.04.2026 Jara: Sl ,0 \4 A')/b
< \ \ ”

=

Registered Office: 8-2-337. Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Yill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.cam

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: LerpuH® TabneTky, NOKpbIThIE MIEHOYHOH 060s104KOH, 10 Mr

Market / Poinok : Russia / Poccus

Jauuensus Ne

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

Cepus Ne F ¥2600730 Pasmep cepuu 25,00,000 Ta6
Analytical Repourt No./ . 890001876250 Date of Analysis / 11.04.2026
AHannTuyeckuii oTyer Ne Jlara ananusza

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

JlaTa npousBoacTea Togen no

Mfg. License No. / .

| | — : MNB/05/263 MAxmmber: / JITT-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yreepxkaen: 15.05.2024

Analysis performed according to ND: / Auanus nposegen no HJ/: JIIT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHO# YIaKOBKH yTBepKaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi YNaKOBKH yTBep:kaeHbl: 17.02.2025

Hpnmeuanne: Ilpoaykr coorBeTcTByeT TpeboBanuam HJJ

S lmpuri}ies / Tipumecu

Impurity A /
Ipumech A Below LOD (LOD =0.005 %) / Hwxe

npenena obHapyxxeHus (I10 = 0,005 %) [Not more than 0.2 % / e Gonee 0,2 %
Impurity B /
[pumecs B 0.05 % Not more than 0.2 % / He Gonee 0,2 %
Impurity C / Not Detected Not more than 0.2 % / ne 6onee 0,2 %
ITpumecs C

Below LOD (LOD =0.003 %) / Huxe
Impurity D / npenena o6Hapyxenus (ITO = 0,003 %) [Not more than 0.2 % / ne Gonee 0,2 %
ITpumecs D
Impurity E / 0.03% Not more than 0.2 % / He 6onee 0,2 %
[Tpumece E

Not more than 0.2 % / ne 6onee 0,2 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akawyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IlonarorosneHo: IpoBepeno: Rama | Ilposepeno (AOK): | Onobpeno: O6ecneuenue kauecTBa/OTBETCTBEHHOE NIULIO:
Ashish Kumar Kant Ajay Kumar
t Srivastava @ bﬂ
== A ek YQ
Date / Date / Date / Date / \ (j
Jara: 11.04.2026 Jata: 11.04.2026 | Hata: 11.04.2026 Mara: \/\ n)

= e,V

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85125AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Letpun® taGneTku, NOKPLIThIE MICHOYHOHA 060104KOH, 10 M

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne A Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001876250 Date of Analysis / 11.04.2026
AHanuTH4ecKui oTyeT No Jata ananu3za
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npousBoacTaa TogeH xo
Mfg. License No. /

MA number: /

: -Ne(O -(PT'-

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

JuueH3us Ne

Analysis performed according to ND: / Ananuz nposegen mo H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIf yNakoBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI YNaKOBKH yTBepaxkaensbi: 17.02.2025

PL approved: / JIB yreepskaen: 15.05.2024

Impurity F /
[Tpumecs F

Any individual unidentified 0.05%
impurity / Jlro6ast enuHU4Has

HeHAeHTHOULMPOBAaHHAs IPUMECH

Total impurities / 0.1 %

CyMMa npumecei

Below LOD (LOD =0.015 %) / Huxe
npenena ooHapyxenus (ITO = 0,015 %) |

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: ITponykr cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axawuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarororneHo: ITpoepeHo: Rama | ITpoeepeno (AOK): | Ono6peHo: Obecrnieuenne kauecTBa/OTBETCTBEHHOE JIULIO:
Ashish Kumar Kant Ajay Kumar
“&‘ Srivastava O}/\ﬂ
R O
/
Date / Date / Date / Date /
Hara: 11.04.2026 JHata: 11.04.2026 | Hara: 11.04.2026 Hara: M M ’)/b

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

Hyderabad - 500034, Telangana, India

Tel: +31 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLC004507
www.drreddys.com




Dr.Reddy’s Q,‘o

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Llerpun® TabneTkH, NOKPbITHE TUIEHOUHOMH 06onoukoi, 10 Mr

Market / Poinok : Russia / Poccus

JuneH3us Ne

Batch No. / 8 Batch Quantity / 25,00,000 tab /
Cepus Ne 1 V2600759 Pasmep cepun 25,00,000 Ta6
Analytical Repourt No./ . 890001876250 Date of Analysis / 11.04.2026
AHanuTuyeckHii oTuer Ne Jara anannsa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npon3BoAcTBa T'ogeH no
Mfg. License No. /
MA number: /
IIponsBoacTBeHHAS : MNB/05/263 Homep BY JII1-No(005456)-(PT'-RU)

PL approved: / JIB yrBepaaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YyNaKOBKH yTBep:KaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOIi yNaKoBKH yTBepaxaenbl: 17.02.2025

Ne Test / IlokazaTesnb Result / Pesyabrathl

Specification / Hopma

6 Water content /

Cosepxanne BoAbI

i Microbiological purity* /
MukpoGuonornyeckas
YyHCTOTA*

a) Total aerobic microbial count /
Obuiee ynucno aspodHbIX
MHKPOOPraHH3MOB

33%

NA

NA
b) Total combined yeasts and
mould count / Obuiee yucio
JIPOIKAEBBIX U TJIECHEBBIX IPHOOB

i) E. coli NA

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

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

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

Shall be absent in 1g / Otcyrcteue 8 1 1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITponykr coorBercTByeT Tpeboranusam HJJ 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoarorosneHo: IIposepeno: Rama | IMposepeno (AOK): | Ono6peHo: Obecneuenue kauectBa/OTBETCTBEHHOE JIMLIO:
Ashish Kumar Kant Ajay Kumar
d& Srivastava w W
B | W | A B
. A
|
Date / Date / Date / Date / m W
Hara: 11.04.2026 Hata: 11.04.2026 | Jlara: 11.04.2026 Jara: il ff) “/\ ¥ ‘)

Registered Office: 8-2-337, Road No. 3, Ranjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys comi
CIN: L85105AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

www. drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

ITpoayxr: LleTpuH® TabaeTKH, MOKPLITbIE MIEHOYROH 06osoukoi, 10 mr

Market / Poinok

: Russia / Poccus

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

Cepust Ne SSEEORIE Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001876250 Date of Analysis / 11.04.2026

AuanuTHyeckuii oryeT Ne JlaTa aHanansa

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

JlaTa nNpoH3BOACTBA I'ogen xo

Mfg. License No. / .

Mpoussoxcraennas . MNB/05/263 MA maber: 4 JITT-Ne(005456)-(PT-RU)
Howmep PY

Juuensus Ne

Analysis performed according to ND: / Ananns nposegen no HJI: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIi ynakoBKH yTBepixaeHbr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi yIaKOBKH YTBep:kaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne Test / Iloka3zaTennb

Result / PesyabTaThl

Specification / Hopma

8 Assay / KoanuecTBeHHOe
onpejesieHne

10.09 mg /10,09 mr
100.9 %

From 9.0 mg to 11.0 mg of

C11H25CIN>O;3- 2HCI (Cetirizine
Dihydrochloride) in tablet (90.0 % to 110.0 %
of label claim). / Ot 9,0 mr o 11,0 mr
C11Ha5CIN>O3- 2HCI (ueTHpusuna
nuruapoxsaopun) B Tabnerke (ot 90,0 % no
110,0 % OT HOMUHAJILHOTO COAEPIKAHMA ).

9 Subdivision of tablets /
JlesieHue TaG1eTOK

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. /
TaGneTku cooTBETCTBYIOT TpeOOBAHHAM, €CITH
He Oonee | eqMHUYHAA Macca OTKIOHAETCS 3a
ripesenst 85%-115% ot cpenneit Macchl.

Tabnetky He COOTBETCTBYIOT TPEOOBAHUAM,

Remarks : The Product confirms to ND/
IIpumeuyanue: ITpoaykT cootBeTcTBYET Tpebopanusam HJL

Conclusion : APPROVED /
3akuaouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IlonroToBneHo: ITpoeepeno: Rama | IMpoeepeno (AOK): | Onobpeno: Obecneuenne kauectsa/OTBETCTBEHHOE JIMLO:
Ashish Kumar Kant Ajay Kumar
Srivastava
joe NS 0 O
by -
72N
Date / Date / Date/ Date / \‘» /
Jlata: 11.04.2026 Jlata: 11.04.2026 | Jlara: 11.04.2026 Jlara: m M\ 4
R A

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ":

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

vill. Kho!, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykr: Lierpun® TabneTku, MOKPHITHIE IIEHOYHOH 000104KOoM, 10 M

nuuen3usa Ne

Market / PbiHOK : Russia/ Poccus
Batch No./ . Batch Quantity / 25,00,000 tab /
Cepusi Ne £ ¥2600738 Pa3mep cepun 25,00,000 Tab
Analytical Repog‘t No./ . 890001876250 Date of Analysis / 11.04.2026
AnanuTuveckuii oryer No JlaTta a”Hann3za
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npousgoacTBa T'open go
Mfg. License No. /
MA number: /
IIpousBoacTBeHHas : MNB/05/263 Homep PY JITT-Ne(005456)-(PI'-RU)

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl nepBUYHOI YNIaKOBKH yTBepxKIeHb1: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynakoBKH yTBep:kaeHnl: 17.02.2025
PL approved: / JIB yTBepskaen: 15.05.2024

Ne Test / IlokazaTenn

Result / Pe3ysibTaThbl

Specification / Hopma

ecnu Gosiee yeM | MHAMBHOYaAbHAA Macca
OTKJIOHSIETCS OT 3THX MPENENOoB I, ecnu |
WHAMBULYyaJbRAs Macca OTKJIOHsETCs 32
npenens! 75%-125% oT cpenHeit Macchl.

10 Package / Onncanne ynakoBKH

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerok B
[MBX/TIBJX//anomuHneBoM buctepe.
[To 2 6nucrepa BMECTE € JIMCTKOM-
BKJIaJIbILLIEM Y1AKOBAHBI B MAYKY
KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2

a carton. / [To 10 Tabnerok B
[IBX/TIBJX//amomunueBom 6ructepe. ITo 2
vy 3 6nucTepa BMECTE C JTUCTKOM-
BKJIAIbILIEM YIAaKOBaHbl B MauKy KAPTOHHYIO.

11 Labeling / MapkupoBka

Complies / CooTBeTCTBYET

See Module 1, section 1.3.2 of registration
dossier. / B cootBercTBuM ¢ pazaenom 1.3.2
MoayJisi | perucTpaurdoHHOTO 10Cke.

12 |Storage conditions / YciioBus
XpaHeHHsl

At temperature not higher than 25 °C / Ilpu Temnepatype He Boiuie 25 °C.

roAHOCTH (CPOK XpaHeHHUs)

13 Shelf-life (storage period) / Cpoxk|3 years. / 3 roza.

Remarks : The Product confirms to ND/

Ipumeuanne: IponykT coorBercTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorosneHo: IpoeepeHo: Rama | IIpoeepeno (AOK): | Onobpeno: Obecnedenue kadectBa/OTBETCTBEHHOE JIMLO:
Ashish Kumar Kant Ajay Kumar
& Srivastava
/@W @M \d %, \Q 0 (‘Aﬁ
U
/N
Date / Date / Date / Date / [
Jata: 11.04.2026 Jara: 11.04.2026 Jara: 11.04.2026 Jara: : N N \_,[ N
v

o0k
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-&

@o
Dr. Reddy’s ‘.o‘ Vill. Khol, Nalagarh Read, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel - +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykT: LleTpuH® TabneTku, MOKPHIThIE MIIEHOUHOH 060n0ukoi, 10 Mr

Market / Peinok : Russia / Poccust

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

Cepnsa Ne * VEGI0EaD Pazmep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 890001876250 Date of Analysis / 11.04.2026

AHanauTH4eckuii oTyet Ne JaTa ananusza

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

JlaTa npoH3BOACTBA I'ogen g0

Mfg. License No. / .

TpoussoacTsennas : MNB/05/263 o P ¢ JIIT-Ne(005456)-(PT-RU)
Homep PY

JuueH3ust Ne

Analysis performed according to ND: / Ananaus nposeaex no HJI: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeThbl nepBHYHOI yNaKOBKH yTBeps:kaenbi: 12,11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOI yNaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepaaen: 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. / [IpoBoauTcst NPOU3BOAMTENEM TIPH BBIMYCKE MEPHOAMUECKH: JUIS KX OO0H 20-0k
cepuu win He MeHee 1 pasa B roa. ITokasarens MOXKeET ObITh HE BKIIOYEH B CepTUdHUKAT aHanu3a GUpMBI.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIpoaykt coorBeTcTBYET TpeGorannsam HII 3akmwuyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarororneHo: [Tposepeno: Rama | Ilpoeepeno (AOK): | OnoGpeno: O6ecrieuerne kayectBa/OTBETCTBEHHOE JINLIO:
Ashish Kumar Kant Ajay Kumar
ﬁ Srivastava
Date / Date / Date / Date/
Jara: 11.04.2026 JHata: 11.04.2026 Jlata: 11.04.2026 Jara: ) /\

%
ol 2

Registered Office: 8-2-337. Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: Llerpun® TabneTkH, MOKpbIThIE MIIEHOYHOH 060n0uK0#H, 10 Mr

Market / Prinok : Russia/ Pocenus

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

Cepus Ne e Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001876250 Date of Analysis / 11.04.2026

AHaguTHUECKHIT oTYeT No Jlata aHanu3za

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

JlaTa npousBoacTsa T'oxen no0

Mfg. License No. / MA number: /

IIpon3BoacTBeHHAs : MNB/05/263 : JITI-Ne(005456)-(PI"-RU)
Homep PY

JinueH3Hs Ne

PL approved: / JIB yrsepsxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen no HJL: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBUYHO# YNaKOBKH yTBepikaeHbl: 12.11.2024
Artworks of secondary package approved: / MaxeTb! BTOPHUYHOH YHAaKOBKH yTBepxaeHbl: 17.02.2025

API name / Haumenosaune A®C:

Cetirizine dihydrochloride / Lletupuauna auruapoxnopua

INN /MHH:

Cetirizine / Llernpuzun

API manufacturer batch number /

Homep cepuu cyberanunn npoussoautens IJID:

Homep cepuun npounspoaurens ADC: BT00:25090
FP Manufacturer API Batch number / FETA00033

API Manufactured by, address & country /
IIponzoaurenn A®C, aapec 1 cTpaHa:

Glochem Industries Private Limited,
Survey No. 174 to 176, .D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem HMupacrpuec INpaiteut Jlumures,
Vyactku Ne 174-176, U JILA., Boanapam, Canrapeiau
Juerpuxr - 502 325, Xaiinapabaa, wrar Tenanrasa, Muaus

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

HaumeHnoBanue, aapec, THLeH3HA QIS
Ipouseoacreennas miaomagxa / Ilnomaaxa Kkourpoas
KkayecTsa / Ilnomaaka Beimycka

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 Pemn'c JTaboparopuce JIta.,
IIpoussoncreeHHoe noapazaenenne-6, Bunn. Kxons, Hanarapx
Poyn, bapau, Auctpuxr Conan, X.I1., 173205, Unaus
(JTuuensus Ne MNB/05/263).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: Ilpoaykr coorsercrayer Tpebosannsm HIL 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[TonrorossieHo: IIposepeno: Rama | Ilposepeno (AOK): | OnoGpeno: Obecneuenne kauectsa/ OTBETCTBEHHOE JIMLO:
Ashish Kumar Kant Ajay Kumar
_\\’_ Srivastava D
gt R \&L‘* VL%
/

Date / Date / Date / Date / ( yw
Jara: 11.04.2026 Jara: 11.04.2026 | Jlara: 11.04.2026 Jara: ) L’{ %

et

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

@ o
Dr. Reddy,s ‘.... Vill. Khol, Nalagarh Read, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTHPHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Iponyxt: Lletpuu® tabnerku, NOKpeIThie maeHouHol obosoukoit, 10 Mr

Market / Poinok : Russia / Poccust

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

Cepus Ne § Yagudseo Pazmep cepun ©25,00,000 Ta6

Analytical Repovrt No./ . 890001876250 Date of Analysis / 11.04.2026

AHaJauTHYecKHil oTueT Ne JlaTta anaauza

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

JlaTa npou3BoJACTBA Toxen no

Mifg. License No. / )

Ipou3BoaCTBeHHAS : MNB/05/263 MA number: / : JIT-Ne(005456)-(PT-RU)
Homep PY

aunensus Ne

Analysis performed according to ND: / Ananu3s nposeaen no H/: JIII-Ne(005456)-(PTI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBUYHO YNaKOBKH yTBepKAeHb: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHOii yTaKOBKH YyTBepxkaeHbl: 17.02.2025
PL approved: / JIB yrBepxaen: 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». /

3akJitoyeHne o cooTBeTCTBUM: «HacToAIMM 5 NOATBEpXKat0, 4TO MPHUBEACHHAsA Bblle MH(OPMALKS SBJIAETCS NOCTOBEPHON M
TOYHOH. DTa cepust MPOAYKLMM MpousBefeHa (Bkrouas YNakoBKy (MapKUpOBKY) M KOHTPOJIb KauecTBa) Ha BblIICyKa3aHHOM
IPOW3BOACTBEHHOM Tuioiaake (Momaakax) B MOJIHOM COOTBETCTBUM ¢ TpeboBauusmu [IpaBun Hamiexaluel nOpor3BOACTBEHHON
npakTvku EBpa3zuiickoro skoHomudeckoro corosa (Ne GMP/EAEU/RU/02329-2025 ot 19 cenursaGps 2025 r.) u TpebopaHusMHU
KOHTPOJIst KAYECTBA JIEKAPCTBEHHBIX CPEACTB, 4 TAKXKE B COOTBETCTBHHM €O crielMbUKauMAMHU, COIEPKALUMMHCS B PECHCTPALIMOHHOM
[OCBE CTPaHbl-UMMOPTepa. 3amucH MO IMPOW3BOACTBY, YNAaKOBKE M aHaIM3y MPOBEPEHbI, U YCTAHOBJEHO MX COOTBETCTBUE
TpeboBanuaM [Ipasun Haaexaieil MpoM3BOACTBEHHOM NPakTUKH EBpazuiickoro 3KOHOMHUUYECKOTO COK3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: Iponykr coorpercreyer Tpedosanuam HJL 3arnouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[NoaroToeneHo: Ipoeepeno: Rama | ITpoeepeHo (AOK): | OnobGpeno: Obecneuenne kayectsa/OTBETCTBEHHOE TUUO:
Ashish Kumar Kant Ajay Kumar
&\ Srivastava
R A N W,
v
Date / Date / Date / Date / [
Jlara: 11.04.2026 Jara: 11.04.2026 | Hara: 11.04.2026 JHara: X, iy
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