Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJU3A

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

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

Product: Cetrine® film coated tablets, 10

mg

Ipoaykr: LletpH® TabaeTKH, MOKPHITHIC MIICHOYHOH 060n104Koil, 10 Mr

Market / PbiHok : Russia / Poccus

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

Cepus No = wagtiesd Pasmep cepuu 25,00,000 Tab ~

Analytical Repovrt No./ . 890001873265 Date of Analysis / 31.03.2026

AHanuTHyeckHii oTueT Ne JlaTa ananusa

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

JlaTa npou3BOACTBA Togen no

Mfg. License No. / .

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

JguueH3us No

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
|Artworks of primary package approved: / MakeTbl nepBH4HOI YNaKoBKH yTBep#aeHbl: 12.11.2024

| Artworks of secondary package approved: / MakeTbl BTOPHYHO# YNIAKOBKM yTBepxkaeHbi: 17.02.2025
PL approved: / JIB yTBep:kaen: 15.05.2024

Ne  |Test/ okazatean

Result / Pe3yabTaTbt

Specification / Hopma

|
i

1 | Description / Onucanue

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnble ABOSKOBBIYKJIbIE TabNeTKH,
MOKPBITHIE  IUICHOYHOW  06OJIOUKO#H
Genoro 1BeTa, C pHUCKOW Ha OAHOM
cTopoHe. Ha mnonepeuHoM paspese —
aapo Genoro LpeTa.

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.
/' Kpyrnble ABOSKOBBINYKIBE TabMeTKH,
MOKpPBITEIE TUICHOYHOH 06osoukoii Genoro
WY NOYTH Benoro ugera, ¢ pUCKOHN Ha OJHOM
cropoHe. Ha momnepeuHoMm pazpese sapo oT
Oenoro o noyty 6enoro LBeTa.

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoaykr coorseTcTByeT TpeGoBaHusam HJT

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToaroTosneHo: ITpoBepeHo: [Tposepeno (AOK): | Onodpeno: Obecrieuenue kauectBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana, / Ramakant Amit Kumar (%_0' LD"" I\C_O&/L:i VA

o ! |)~D
Date / Date / ) Date / Date/
Hara: 31.03.2026 Hara: 31.03.2026 | Jlara: 31.03.2026 Jara: 3) 03~2 024

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
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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

CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: LleTprH® TabneTkH, MOKPEIThIE MIEHOUHOH 060704KO#’, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne v V2600520 Pasmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001873265 Date of Analysis / 31.03.2026

AHajiuTH4eckuii oTuer Ne Jata ananuza

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

JlaTa npousBoacrea Toxen go B

Mfg. License No. / .

IIpoH3BOACTBEHHAS : MNB/05/263 LS ki d JIT-Ne(005456)-(PT-RU)
Homep PY

Junensus Ne

Analysis performed according to ND: / Ananaus nposegen no HJL: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl NepBH4YHOIl YNAKOBKH yTBep:KAeHbI: 12,11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOI YNAKOBKH yTBepxaeHsl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Cetirizine Hydrochloride reference

OCHOBHOrO ITHKa Ha XpoMaTorpamMmme
HCIIBITYEMOTO PpacTBOPa COOTBETCTBYET

Ha XpoMaTorpaMMe€ CTaHOapTHOr O
pacTBOpa UETUPHU3WHA THAPOXJIOpHAA.

standard solution. / Bpems yxepxHuBanus M

BpEeMEHH YICPKMBAHUA OCHOBHOTO NHKA |

Ne Test / IlokazaTesn Result / PesyapTaTsl i Specification / Hopma

2 [[dentification / The retention time of the main peak in | o ) .
Uaentudurxanus the chromatogram of test solution lnThe retention time of the main peak in the
| complies with the retention time of the ~hromatogram of test solution should comply
HPLC / BOXKX main peak in the chromatogram of wath the retention time of the main peak in the

ichromatogram of Cetirizine Hydrochloride
ireference standard solution (section "Assay").

‘BpeMﬂ YIAEep>KUBaHHSI OCHOBHOTO ITHKa Ha
XpoMaTOrpaMMe HCIIBITYEMOro pacTBopa
[IOJDKHO COOTBETCTBOBAThH BpeMEHU
[ylepKUBAHUs OCHOBHOTO TIHKA Ha
[XxpoMaTorpaMMe CTaHIapPTHOr0 pacTBOpa
iuempnauﬂa rugpoxnopuaa (pasaed
«KonudecTseHHOe OnpeaeneHye).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IlpoaykT cooTBETCTRBYET Tpeboranusam HJL 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[Moarotosnexo: [IpoepeHo: [Mpoeepeno (AOK): | OnobpeHo: O6ecnequgIe kauecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar W ‘Cﬂ/\/’ 48
/ iL | (2w
Date / Date/ Date / Date/ (2
Jlata: 31.03.2026 | Jlara: 31.03.2026 | Jara: 31.03.2026 | Jlara: \?3~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 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

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Llerpu® TablieTKu, MOKPHITHIE IUIEHOUHO 060mouKoi, 10 Mr

Market / PoiHok : Russia/ Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne ? W2900620 Paszmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001873265 Date of Analysis / 31.03.2026
AHauTHUYeCKUiT oT4yeT No - JlaTa ananau3sa -
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JaTa npon3BoacTBa T'oxen o
Mfg. License No. /
MA number: /
IIpousBoxcTBeHHasA : MNB/05/263 Howmep PY JITI-Ne(005456)~(PT-RU)

JuneH3us Ne

Analysis performed according to ND: / Anaaus nposeaen o HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nNepBMYHO yNaKOBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4YHOI1 YNaKOBKH yTBepskaeHsb1: 17.02.2025

PL approved: / JIB yrBep:aen: 15.05.2024

Ne Test / Ilokasatean Result / Pesyn:TaTm

Specification / Hopma

UV- spectrophotometry /
Y ®- cnextpodoTomeTpHs

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®-CIrieKTpsl NOTJIOMIEHHS
VICIIBITYEMOrO PacTBOPA U CTAHAAPTHOrO
pacTBOpa UETUPU3IHHA MAPOXJIOPUIA B
ob6nactu ot 200 no 400 HM HOMXHBI UMETH
MaKCUMYMBI MOTJIOIIEHHS IPH OLHOM M TOH
K€ JUTHHE BOJIHBI C JIOIYCTHMBIM
OTKJIOHEHHEM £ 2 HM.

3 Dissolution / Pacrsopem«lg

97 %

96 %; 97 %; 95 %; 99 %; 95 %;

Not less than 80% (Q) of the labeled amount
of C21H2sCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He menHee
80 % (Q) oT HOMHHaBLHOTO COAePXaHHs
C21H25CIN>O3- 2HCI (uetupusuna
\muruapoxaopun) yepes 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykt cooTBeTCTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarororneHo: IIpoBepeHo: IposepeHo (AOK): | Omobpeno: ObecneueHne kauecTa/OTBETCTBEHHOE JIHIO:
Pravesh Rana Ramakant Amit Kumar K}-%%UJJ \C,OK/M wv)

W | ()
Date / Date / Date / Date / (3
Jlata: 31.03.2026 | Jlata: 31.03.2026 | Jlata: 31.03.2026 | Jlaa: |v3~2026

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 Q':‘

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

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Letpru® T1ab1eTKU, MOKPHITHIC MIIEHOYHOM 06onoukoit, 10 Mr

Market / PoiHok

: Russia / Poccus

auuen3usa Ne

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

Cepus Ne B 1 V2600620 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001873265 Date of Analysis / 31.03.2026
AHanuTHYeckuil oTueT Ne Jlara anaanza

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

JlaTa npou3BoOACTBA T Togen oo

Mfg. License No. / .

TpousBoAcTBeHHas : MNB/05/263 IVl Seimammat b JIT-Ne(005456)-(PT-RU)

Homep PY

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBUYHOIl yNaKoBKH yTBepsaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeThl BTOPHYHOIi yITaKOBKH yTBepxkaeHbl: 17.02.2025
PL approved: / JIB yrBep:caen: 15.05.2024

) @w‘;g

pr=

K,Qm'w\cwﬂm
\ 7

Ne | Test/ IlokasaTtenn Result / Pe3yabTaThl - 1 Specification / Hopma
4 Uniformity of dosage units / \Acceptance value (AV) should be not more
OaHOPOAHOCTL J03HPOBAHHBIX 49 ithan 15.0 / Tlokazatens npueMiemoctu (AV)
eAMHHI JI0JbKeH OBITh He Hostee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
| Ilpumeuanue: [TponykT cooTBeTcTBYeT Tpebosanuam HJI 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[MoarororsneHo: IIpoeepeHo: [Tpoeepeno (AOK): Onobpetio: ObecneueHne kauecTsa/OTBETCTBEHHOE JIMLO:
Pravesh Rana Ramakant Amit Kumar

Date /
Jara: 31.03.2026

Date /

Jara: 31.03.2026

Date /
Jara: 31.03.2026

Date/
Jlara:

YWo2-202L

Registered Office: 8-2-327, Road No. 3, Banjara Hills, iHyderabad - 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 Q’:’.

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

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykT: LleTpuH® TabneTku, MOKPbITHIE IIEHOYHOH 06os1ouKkoi, 10 Mr

Market / PoiHok : Russia / Poccus

JauneH3usa Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne ¢ 2600620 Pa3mep cepuu 25,00,000 Ta6
Analytical Repourt No./ . 890001873265 Date of Analysis / 31.03.2026
AHaJIuTHYecKHii oTHeT No JaTta aHanu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npon3BoacTBa T'ogen go
Mfg. License No. /
MA number: /
IIpousBoacTBeHHAas : MNB/05/263 Homep PY JHI-Ne(005456)-(PI"-RU)

PL approved: / JIB yrBep:kaen: 15.05.2024

Analysis performed according to ND: / Ananun3s nposeaen no H/L: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBi4HO#i yNaKkoBKH yTBep:KaAeHb1: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI yTaKOBKH yTBepxaeHbl: 17.02.2025

5 ZJImpurities / Ilpumecu

EImpurity Al
Tpumecs A Below LOD (LOD =0.005 %) / Huxe

npenena obHapyxenus (ITO = 0,005 %) Not more than 0.2 % / ne 6onee 0,2 %
Impurity B/
[Tpumecs B 0.05 % Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ Not Detected Not more than 0.2 % / ue Gonee 0,2 %
[Tpumecs C

Below LOQ (LOQ = 0.003 %) / Huxe

npenena KOJUYECTBEHHOTO OMpeAeseHHsA
Impurity D / (ITKO = 0,003 %) Not more than 0.2 % / ue 6onee 0,2 %
[Ipumecs D
Impurity E / 0.03 % Not more than 0.2 % / e Gonee 0,2 %
[Tpumecs E
Impurity F / Below LOD (LOD =0.015 %)/ Huwxe [Not more than 0.2 % / ne Gonee 0,2 %
[Ipumecs F npenena obHapyxeuus (I10 = 0,015 %)

Remarks : The Product confirms to ND/
ITpumeyanue: [Ipoaykt cooTBeTCTBYET TpebGoBanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorosieHo: IIpoBepeHo: Ipoeepeno (AOK): | Onobpeno: Obecnetuerne kauecTBa/OTBETCTBEHHOE JIUIIO: -
Pravesh Rana Ramakant Amit Kumar ‘ o m/\; WA

L \JLt e\ ) .

L / o

g \ [ N el

Date / Date / Date / Date / !
Jlara: 31.03.2026 | Jlata: 31.03.2026 | Jlata: 31.03.2026 | Jlara: 2\ 23-2 026

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: L85195AP1984P1LC004507
www.drreddys.com



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

Dl'. Reddy,s q_.. Vili. Khol, Nalagarh Road, 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
Npoayxr: LlerpuH® TabneTKH, MOKPBITHIE MIEHOUHOH obosoukoi, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne * V2600620 Pazmep cepuu ©25,00,000 Tab

Analytical Repovrt No./ . 890001873265 Date of Analysis / 31.03.2026

AHaauTu4deckmii oTuer Ne Jata anaju3a ~

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

JlaTa npon3BoacTBa T'open po

Mfg. License No. / .

IIpou3BoACTReHHAS : MNB/05/263 M:A: nunher: / . JITI-Ne(005456)-(PT-RU)
Homep PY

JMneH3ust Ne

Analysis performed according to ND: / Anaaus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524

Artworks of primary package approved: / MakeTbl NepBH4HOl YNAaKOBKH yTBep:KaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO# YIAaKOBKH yTBepaaeHbl: 17.02.2025
PL approved: / JIB yrBepskaen: 15.05.2024

.f

Any individual unidentified 0.05 % Not more than 0.2 % /
impurity / Jlro6as eaMHU4HAA He 6onee 0,2 %
HeHAECHTHULMPOBAHHASA TIPUMECh

Total impurities / 0.1% Not more than 2.0% /
CyMMa npumeceit He 6onee 2,0%
\
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT cooTBeTcTBYeT TpeGoranusam HJI 3akmouenne: O JOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: / IpoeepeHo: [Iposepeno (AOK): | Onobpeno: Ob6ecneuenue kavectea/OTBETCTBEHHOR JTULO:

Pravesh Rana y

Ramakant Amit Kumar @_l; w Mv‘b\

@w‘”}’\: | /\/K/ i

Date / Date / Date/ Date / '
Hara: 31.03.2026 Hara: 31.03.2026 | Hara: 31.03.2026 Hara: <o 2~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s Q‘:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: HerpuH® TabneTkH, MOKPLIThIE TIIEHOYHOH 060s04koit, 10 mr

Market / PbiHOK : Russia / Poccus

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

Cepust Ne # Visigl( Paszmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001873265 Date of Analysis / 31.03.2026

AHanauTHyeckuii oTyer Ne Jata aHanusa

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

JaTa npousBoacTBa T'oaen go

Mfg. License No. / .

Tpou3BoACTBeHHAs : MNB/05/263 e JITI-Ne(005456)-(PT-RU)
Homep PY

JIHIeH3 st Ne

PL approved: / JIB yTeepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposegen no H/: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI ymaKOBKH yTBep:KAeHbl: 12.11.2024
Artworks of secondary package approved: / Makersl BTOPHYHOI YTaKOBKH yTBepkaeHbl: 17.02.2025

Ne Test / ITokasaTenn Result / PesyabTaThi Specification / Hopma
6 Water content / 289 Not more than 8.0% /
Coaep:kaHue BOAbI ) He 6onee 8,0 %
7 Microbiological purity* /
Mukpobuosornyeckan
uncToTa*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
Ob1ee 4ncio a3pobHbIX He 6onee 1000 KOE/r
‘ MHKPOOPraHH3MOB
NA
\ b) Total combined yeasts and Not more than 100 CFU/g /
mould count / Ob1uee yucno He 6onee 100 KOE/r
[NPO>OKEBBIX U IUIECHEBBIX IPUOOB
c) E. coli NA Shall be absent in 1g / OtcytctBue B 1 ¢
8 Assay / KonnuecTtBeHHoe From 9.0 mg to 11.0 mg of
onpexesieHne C21HasCIN>O3- 2HCI (Cetirizine
285 ‘9“9g5/?,/95 MI Dihydrochloride) in tablet (90.0 % to 110.0 %
’ of label claim). / Ot 9,0 mr no 11,0 mr
C21H25CIN>O3-2HCI (uetupusuna
Remarks : The Product confirms to ND/ Conclusion : APPROVED / -
Ilpumeuanue: IIponykT cooTBeTcTBYET TpeboBanuaM HJL 3akawyenue: OJIOBPEHO
Prepared by / | Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarotoeneHo: [Iporepeno: [Mpoeepeno (AOK): | OnoSpeno: ObecnieueHue kauecTra/OTBETCTBEHHOE JTHLQ!
Pravesh Rana Ramakant Amit Kumar (%:; WA
| N (Zﬁ\ﬂ —
- \ /
Date / Date / Date/ Date /
Jlara: 31.03.2026 Jlata: 31.03.2026 | Jara: 31.03.2026 Jlara: 3\ 02-20248

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com

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




Dr. Reddy's Laboratories Ltd.

Qe : .
Formulation Unit-6
DI'. Reddy,S q... Vili. Khol, Nalagarh Road, Baddi,
4 Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Hpoaykr: Lletpun® TabaeTkH, NOKPHIThIE MIeHOYHOH 0bosoukoil, 10 Mr

Market / PoiHok : Russia / Poccns

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

Cepus Ne ? V2600020 Pa3zmep cepuu " 25,00,000 a6

Analytical Repovrt No./ . 890001873265 Date of Analysis/ 31.03.2026

AHanuTHYeCKHii oTueT Ne Jata anasinza

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

[arta npou3BoacTBa T'ogen oo

Mifg. License No. / .

IIpou3BoacTBeHHAs : MNB/05/263 M mnieea ¢ JII-Ne(005456)-(PT-RU)
Homep PY

JIHIeH3Hs Ne

Analysis performed according to ND: / Anaaus nposeaed no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl nepBuuHOIli ynakoBku yrBepxaenbi: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTODHYHO# YIAKOBKH YTBep:kaeHbl: 17.02.2025
PL approved: / JIB yreepakaen: 15.05.2024

Ne Test / IlokazaTenb Result / E3yJIBTaTbl ] Specification / Hopma
nuruapoxopun) B tabnerke (or 90,0 % no
110,0 % OT HOMHUHANBEHOTO COMEPIKAHUS).

9 Subdivision of tablets / Complies / CooreeTcTBYET The tablets comply with the test, if not more
Jlenenue Tadnerox 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. /
TabneTky COOTBETCTBYIOT TpeGOBaHHUSIM, €CIU
He Gosiee 1 eqMHMYHAsS Macca OTKJIOHAETCA 3a
npedenst 85%-115% ot cpenHei Macchl.
TabneTky He COOTBETCTBYIOT TPeOOBAHUAM,
eciu 6osiee yeM | WHAKMBUAYanbHas Macca
OTKJIOHSAETCS OT STHX MPEAEJIOB Wi, ecu 1
UHAMBULYyabHAs Macca OTKJIOHSETCS 3a

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: Ilpoaykr coorseTcTByeT TpeboanmsaM HL 3akmoyenne: OJJOBPEHO .
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /

Ioarorosneno:
Pravesh Rana

1 Ipoeepeno: Ipoeepeno (AOK): | Onobpeno: Obecneyerue kauect3a/OTBETCTBEHHOE JIMLIO:

/ Ramakant Amit Kumar (f%'; w \w A

@A\»@; At !

Date / Date / Date/ ' Date /
Jlara: 31.03.2026 Jlata: 31.03.2026 | Hara: 31.03.2026 Jlata: Lo 3~2024

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

Vili. Khol, Nalagarh Road, 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

Ipoaykr: Lletpuu® T26€TKH, MOKPBITBIE MIIEHOUYHOK 000104KOit, 10 Mr

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepun Ne @ V26U Pa3mep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001873265 Date of Analysis / 31.03.2026
AHanuTHYecKHH oTyeT N JlaTa aHanu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npousBoacTBa T'ogen o
Mfg. License No. /
MA number: /
ITpoussoacTBeHHAas : MNB/05/263 Homep PY JITI-Ne(005456)-(PT-RU)

JauueH3usa Ne

Analysis performed according to ND: / Ananu3s nposeaen no HJ/L: JIIT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makerbi IepBHYHOI yNaKoBKH yTBepxkaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI YIaKOBKK yTBepaxaeHbi: 17.02.2025

PL approved: / JIB yrBepxaen: 15.05.2024

No Test / [lokazaTens Result / PesyabTaTsl Specification / Hopma
npenenst 75%-125% ot cpenHeii macchl.
10 Package / Onucanue ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabneroxk B [a carton. / ITo 10 Tabnerok B
[IBX/TIBJIX//amomunueBoM Gnucrepe. [[IBX/TIBJX//antoMmunnesom iuctepe. [To 2
[lo 2 Gnuctepa BMeCTE C JIMCTKOM- unu 3 nucTepa BMECTE C JIMCTKOM-
BKJIaJIBILIEM YTIAaKOBAHBI B MAYKy BKJIAJbILIEM YIIAKOBaHb! B NA4YKy KapTOHHYIO.
KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooTBeTcTByET See Module 1, section 1.3.2 of registration
dossier. / B coorBercTBUM ¢ pazpenom 1.3.2
MOy 1 pErMcCTpauMOHHOTO AOCKE. i
12 |Storage conditions / Ycaosus At temperature not higher than 25 °C / Ilpu remnepatype He Boime 25 °C. i
XpaHeHHus
13 Shelf-life (storage period) / Cpok3 years. / 3 ropa.
rOAHOCTH (CPOK XpaHEeHMs )

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilponykt cooTBeTcTBYET Tpeboanusim HJL

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[Toarorosnexo: [poBepeno: ITposepeno (AOK):
Pravesh Rana Ramakant Amit Kumar

>

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenme kauectsa/OTBETCTBEHHOE JIMLO:

GENEEE

2
Date /

Jara: 31.03.2026

Date /
Jara: 31.03.2026

Date /
Jlata: 31.03.2026

Date /
JlaTa:

Registered Office: 8-2-327, 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

. Q%
Dr. Red dy S ’. Vili. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IpoaykT: Lletpuu® Tabnerky, NOKPHIThIC MIEHOUHOH 06010uKO#H, 10 M

Market / Poinok : Russia / Poccua

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

Cepust Ne § V2600620 Pasmep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 890001873265 Date of Analysis / . 31.03.2026

AHaauTH4YecKHii oTuer Ne Jdara anajausa

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

JaTa npou3BoacTBa logen Ao

Mfg. License No. / i

IIpou3BoaCTBeHHas : MNB/05/263 MLA mifer 1 JITI-Ne(005456)-(PI'-RU)
Homep PY

JuueH3usa Ne

Analysis performed according to ND: / Anaau3 nposeaen no HJ/L: JIIT-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTb! NepBU4YHOI yIaKOBKH yTBepaxkaeHnn: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI1 ymaKoBKH yTBep:kaeHbl: 17.02.2025
PL approved: / JIB yTBepxaen: 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. / [IpoBOAUTCS MPOU3BOAUTENEM TIPU BBINTYCKE NMEPHOAUYECKH: ISt Kax a0k 20-0k
cepun WK He MeHee 1 pasa B roa. [Tokaszarens mMosxet GbITh He BiUFOYeH B CepTU(HKAT aHanH3a GUPMBL.

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

Ilpumeuanue: JIponykT cooTBeTcTBYeT TpeboraHusm HJI 3akaouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarotorneHo: [TporepeHo: INposepeHo (AOK): Onoﬁ:eno: Obecneyenne Kayectsa/OTBETCTBEHHOE JINLO:

Pravesh Rana Ramakant J Amit Kumar ¢ M MM

Date / Date / Date / Date / ‘ Y
Jara: 31.03.2026 Hara: 31.03.2026 | ara: 31.03.2026 Iara: S 3~2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":’.

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

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

CERTIFICATE OF ANALYSIS

CEPTU®PHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Llerpuu® TabneTkH, MOKPHITHIE MIEHOUHOH 06010u4KOi#, 10 Mr

Market / Peinok : Russia / Poccus

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

Cepus Ne ¢ Ll Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001873265 Date of Analysis / 31.03.2026

AHanuTHueckHii oTyet Ne JlaTa aHanuza

Date of Manufacture / . 032026 Date of Expiry / 02/2029

JlaTa nNpou3BOACTBA T'ogen oo

Mfg. License No. / .

| o ———— : MNB/05/263 MA numbe / JITI-Ne(005456)-(PT-RU)
Homep PY

auneHsusi Ne

PL approved: / JIB yrBepaxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen no H/L: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHO#T yNaKoBKH yTBep:xAeHbI: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YNIAaKOBKH yTBepxkaeHbi: 17.02.2025

API name / Haumenosanue A®C:

Cetirizine dihydrochloride / Herupuzuna auruapoxiopusa

INN / MHH:

Cetirizine / Lletupuzux

API manufacturer batch number /
Homep cepuu npouspoauteas ADC:

BT00-25074

FP Manufacturer API Batch number /

Homep cepun cy6cTanunu npoussoaurtens I'JId:

FETA00079

API Manufactured by, address & country
IMpoussoautens A®C, aapec u crpaHa:

/

Glochem Industries Private Limited,
Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Unpactpuec Ipaiisut JInmuren,
Vuyactku Ne 174-176, U 1. A., Bonnapam, Canrapenau
Huctpukr - 502 325, Xatigapaban, wrar Tenaurana, Munus

site / Control site / Release site /
HaumeHoBaHue, agpec, JUIEH3HS A5

xadecTBa / Ilmomaaka Beinycka

Name, address, authorization No for FP manufacturing

MpoussoacTeenHas mwiomaaka / Ilnomaaka KouTpoas

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'c Jlaboparopuc JItn.,
I[TpousBoncTeeHHOE noapaseneHue-6, Bumn. Kxons, Hanarapx
Poyn, banau, ductpuxr Conan, X.I1., 173205, Uunus
(JInnenszus 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/

ITpumeuanne: IIponykt coorseTcTBYeT Tpeboanusam HJT

Conclusion : APPROVED /
Jaxkmoyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
INogroTtorneHo: [TpoeepeHo: Iposepeno (AOK): | OmobpeHo: ObecneueHne kauecTBa/OTBETCTBEHHOE JIUIIO:
Pravesh Rana Ramakant Amit Kumar W \M N~

Q&,pﬂ\ |
Date/ Date / Date / Date /
Jara: 31.03.2026 | Jlata: 31.03.2026 | Jlata: 31.03.2026 | Jlara: %Vo2-2024

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

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykr: LlerpH® TabneTkH, MOKPLIThIE MIEHOYHOH 060104KOMH, 10 M

Market / Peinok : Russia / Poccus

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

Cepus Ne ¢ Wanluezl Paszmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001873265 Date of Analysis / 31.03.2026

AHAJTUTHYECKHNI oTUeT Ne JlaTa anajiusa

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

JlaTa npon3BoAcTBa Togen go

Mfg. License No. / i

lpousoacraennas : MNB/05/263 gl JITI-No(005456)-(PT-RU)
Howmep PY

JnueHzua Ne

Analysis performed according to ND: / Anann3 nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIi ynakoBkH yTBepaxaennl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpUYHOI yNaKkoBKH yTBepxkAeHb1: 17.02.2025
PL approved: / JIB yrBep:xkaen: 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». /

3aK/YeHHe 0 COOTBETCTBUM: «HacTosMM s IOATBEpXKAAl0, YTO MpUBEJeHHAas BhIIE WHGOPMALHs SBISETCA NOCTOBEPHON M
TOYHOH. DTa cepus MPOAYKUMM Npou3BefeHa (BKJIOYAs YMakoBKY (MapKMpOBKY) M KOHTPOJIB KauecTBa) Ha BBIIIEYKa3aHHOM
NPOU3BOJACTBEHHOM MUIoOIaAKe (IIOLAAKax) B MOJHOM COOTBETCTBHHM ¢ TpeboBaHusMHU [IpaBun Hapnexaieil npon3BoaCTBEHHOM
npaktikd EBpasuiickoro skoHoMmuueckoro corosza (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeGoBaHUAMHU
KOHTPOJISL KAYECTBa JIEKAPCTBEHHBIX CPE/ICTB, @ TAKKE B COOTBETCTBUU CO CHIELH(HKALMAMH, COAEPKAIMMUCS B PETUCTPALIMOHHOM
JOChE CTPaHBI-MMIIOPTEPA. 3aMUCH MO MPOU3BOACTBY, YIAKOBKE M aHaJM3y MPOBEPEHbl, W YCTAHOBIEHO HMX COOTBETCTBHE
TpeboBanusam [IpaBui HajuIexKaLlel MPOU3BOACTBEHHOM MpakTUKKH EBpasHiickoro 3KOHOMHUECKOro COro3ax.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: Ilponykt cooTBeTcTBYET TpeboBanusam HJI 3akawyenne: O1OBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[TogrorosneHo: IIpoBepeHo: IMposepeno (AOK): | Onobpeno: Obecneuenne kauectsa/ OTBETCTBEHHOE JTHLO:
Pravesh Rana Ramakant Amit Kumar W M v

N o ).99

- \ /

Date / Date / Date / Date /
Jlara: 31.03.2026 | [Jlara: 31.03.2026 | Jlara: 31.03.2026 | Jlara: Lro3~202:4

Registered Office: 8-2-327, Road No. 3, Banjara Hills,

Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL.C004507
www.drreddys.com



