Dr.Reddy’s €&

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Rcad, Baddi,

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
Mpoayier: Lletpun® TabieTk, NOKPbIThIE TNIEHOUYHOM 060s04koif, 10 Mr

Market / PoiHOK

: Russia / Poccust

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

Cepus Ne E V26006359 Pa3mep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001875746 Date of Analysis / 07.04.2026

AHanuTHYecKkHii oTyeT Ne JlaTta aHam3a

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

JlaTa npou3BoACTBA TogeH g0

Mfg. License No. / .

TIpousBoacTBeHHAs : MNB/05/263 DL npober: / JITT-Ne(005456)-(PT-RU)
Homep PY

gnuensus No

Analysis performed according to ND: / Ananus nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI yTAKOBKH yTBep:xkaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNIaKOBKH yTBepxkaeHb1: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

Ne

Test / Iloka3zareanb

Result / PesyabTaThl

Specification / Hopma

1

Description / Onucanue

'White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnbsle aBosKoBBIMyKIIBlE TaONETKH,
MOKPEITBIE  TUIEHOYHOW  000NOUKO#
Oenoro UBeTa, C pUCKOHW Ha OIHOMU
cropoHe. Ha mnonepeyHoM paspese —

aapo Genoro LBeTa.

White or off-white coloured, round, biconvex
film coated tablets with a break line on one
side. White to off-white core on cross section.
/  Kpyrnele [ABOSKOBBLINMYKJIBIE TaONETKH,
MOKpBITEIE TUICHOYHOH o0onoukoii 6Genoro
WY NOYTH OeNnoro LBeTa, ¢ PUCKOM Ha OIHOM
cropote. Ha monepednom paspeze sapo oT
6esoro 10 mouTH 6enoro neera. ]

Remarks : The Product confirms to ND/

Ipumeuanne: Ipoaykt cooTBeTcTBYET TpeGoranusm HJJ

Conclusion : APPROVED /

Jaxawuenune: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoaroTornexo: ITpoBepeHo: [Mpoeepeno (AOK): | Onobpeno: Obecneyenne kauectsa/OTBETCTBEHHOE NHULO:
Pravesh Rana Pardeep Kumar Abhishak Chauhan /r%v) m \M .

Date / Date / Date / Date / i

Jlara: 07.04.2026 Jlata: 07.04.2026 | Jlata: 07.04.2026 Jlata: 0% °Y-20246

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



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

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: LetpuH® TabneTkH, MOKPHIThIE MIIEHOYHO#H 000104KO0H, 10 Mr

Market / PbiHOK

: Russia / Poccust

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

Cepust Ne % Vas0059 Pa3mep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001875746 Date of Analysis / 07.04.2026

AHaauTHueCKHii oTyeT No JlaTa ananaunza

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

JlaTa nponsBoacTBa T'oaen go

Mfg. License No. / i

T . MNB/05/263 FEISRREET JITI-Ne(005456)-(PT-RU)
Homep PY

auueHzus Ne

Analysis performed according to ND: / Ananu3s nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHONH yNakoBKH YTBepKaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi YNIAKOBKH yTBepsxaeHbI: 17.02.2025
PL approved: / JIB yreepacaen: 15.05.2024

Ne Test / Iloka3zaTenan

Result / PesyabTaTh!

Specification / Hopma

2 Identification /
Nnentudurauus

HPLC / BDXX

The retention time of the main peak in
the chromatogram of test solution
complies with the retention time of the
main peak in the chromatogram of
Cetirizine Hydrochloride reference
standard solution. / Bpems yaepxusanus
OCHOBHOTO [THKa Ha XpOMaTorpaMme
UCTIBLITYEMOTO PaCTBOPA COOTBETCTBYET
BPEMEHH YJIEPXKUBaHHS OCHOBHOTO MUKa
Ha XpOMaTorpaMMe CTaHAAapTHOrO
pacTBopa LEeTHPU3HHA THAPOXJIOPH/A.

The retention time of the main peak in the
chromatogram of test solution should comply
ith the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

Bpems yaep:krBaHUs OCHOBHOIO MHKa Ha
XpoMaTorpaMMe HCTILITYEMOr O pacTBopa
[IOJDKHO COOTBETCTBOBATH BPEMEHH
YAEP>KUBAHUS OCHOBHOTIO MHKA Ha
XpOMaTOrpaMMme CTaHJapTHOIO pacTBOpPa
LIETUPU3KHA THAPOXJIOpHIa (pa3aen
<KonnuecTBeHHOE OMNpenescHUE).

Remarks : The Product confirms to ND/
IIpumeyanue: [IpoaykT cooTBETCTBYET TpeboBanusM HI

Conclusion : APPROVED /
3axmoyenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[ToaroroBneHo: IIpoBepeHo: [TposeptHo (AOK):
Pravesh Rana Pardeep Kumar Abhishgk Chauhan

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenne kayecTsa/OTBETCTBEHHOE JIMLIO:

(!%‘W’J \Condm

B

Date/
Jara: 07.04.2026

Date /
JHata: 07.04.2026

Date /
Jata: 07.04.2026

Date /
Jara:

oy-ov~20246

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys comi
CIN: L85195AP1984PLCO04507
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

CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: LletpuH® TabseTku, NOKPLITHIE NICHOYHOM obonoukoi, 10 Mr

Market / Poinok

: Russia / Poccust

Batch No./ . Batch Quantity / 25,00,000 tab /
Cepus Ne 5. S26MHIbE Pasmep cepun 25,00,000 Tab
Analytical Repourt No./ . 800001875746 Date of Analysis / 07.04.2026
AHanuTHYecKuii oT4yeT Ne JaTa ananusza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npon3BoacTBa T'oaen no
Mfg. License No. /
MA number: /
IIpousBoacTBeHHAS : MNB/05/263 Howmep PY JITT-Ne(005456)-(PT-RU)

aunenius Ne

Analysis performed according to ND: / Anaans nposenen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl NepBHYHOIT yTaKOBKH yTBep:KaeHsbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOil YNaKoBKH yTBepKaeHnbl: 17.02.2025
PL approved: / JIB yrepaaen: 15.05.2024

Ne

Test / IloxazaTenab

Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
Y- cniekrpodoToMeTpHst

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®-criekTpsl NOrIOLIEHHUS
MCTILITYEMOTO PacTBOPa U CTAHIAPTHOTO
pacTBOpa LETUPU3MHA THAPOXJIOPHAA B
obnactu ot 200 no 400 HM AOMKHEI UIMETH
MaKCHMYMBI NOTJIOUIEHUS TIPH OTHOW U TOH
Ke JUTHHE BOJHBI C IOTYCTHMBIM
OTKJIOHEHHEM £ 2 HM.

Dissolution / PacTBopeHnue

96 %; 99 %; 94 %; 97 %; 94 %,

95 %

INot less than 80% (Q) of the labeled amount
of C21HosCIN>O3:2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMUHANEHOTO COAEPKAHUS
C21HasCIN»O3- 2HCI (uetupusuta
JAUruapoxopua) yepes 30 MUH.

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykr cootsercTByeT TpebGoranuam HIT

Conclusion : APPROVED /
3axkmouyenne: OJOBPEHO

Prepared by /
[Moarorosneno:

Pravesh Rana
/

Checked by /
[IpoBepeno:
Pardeep Kumar

L~

epero (AOK):
ijhek Chauhan

Chec!:ed by (AQA) /

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneueHne kayecTBa/OTBETCTBEHHOE JIMILO:

) 2L Aot

Date /
JHara: 07.04.2026

Date /
Jara: 07.04.2026

Date /
Jlata: 07.04.2026

Date /
Jara:

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 Laboratories Ltd.

@ . :
‘ Formulation Unit-6
Dr. Reddy,s Q... Vill. Khol, Nalagarh Rcad, Baddi,
’ Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: LetpuH® TabaeTky, MOKPLITHIE MIIEHOYHOM 060510uKOH, 10 MT

Market / Poinok : Russia / Poccus

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

Cepus Ne § V2600639 Pasmep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 890001875746 Date of Analysis / 07.04.2026

AHanuTHYECKHI oTueT No JlaTa aHann3za

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

JlaTa mpou3BoJacTBa T'open ao

Mfg. License No. / .

MpoussoacTEenman . MNB/05/263 M manle . JIT-No(005456)-(PT-RU)
Homep PY

JiHIeH3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4HOH yNnaKOBKH yTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIT yTaKOBKH yTBep:aeHbI: 17.02.2025
PL approved: / JIB yrBepxkaen: 15.05.2024

| Ne Test / [lokasarens Result / PesysabTaTbl Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not\more
| OaHOpPOAHOCTDL 103HPOBAHHBIX 5.7 than 15.0 / TToka3arens npuemnemoctu (AV)
i eIMHHII oJpKeH OpITh He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: INpoaykT coorBercTByeT Tpebopanuam HJL 3aknwyenne: OTOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: IlpoBepeHo: INpoeepkro (AOK): | Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIMLIO:

Pravesh Rana

Pardeep Kumar AbhisHdk Chauhan % ‘ e
V27~

Date / Date / Date / Date /
Jlara: 07.04.2026 Jlata: 07.04.2026 | Jlara: 07.04.2026 Jlara: O%—Y —20 2.6

Registered Office: 8-2-337, Rozd No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L8S125AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s Q}’

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LetpuH® TabneTkH, MOKPHITHIE TIIEHOYHOH 060/104KOH, 10 MI

Market / Poinok

: Russia / Poccus

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

Cepus Ne ¢ V2600859 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001875746 Date of Analysis / 07.04.2026

AHanuTHYECKHH oTueT No JlaTa ananusa

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

JlaTta npousBoacTBa T'ogen no

Mfg. License No. / .

R — : MNB/05/263 M mbierE | JIT-Ne(005456)-(PT-RU)
Homep PY

Juuenius No

Analysis performed according to ND: / Anaans nposeaen mo HJI: JII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl TepBHYHOI yNaKoBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HO#i ynaKoBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

5 Impurities / [Ipumecu

Impurity A /

[Tpumecs A Below LOD (LOD =0.005 %) / Huxe
npenena obHapyxenus (I10 = 0,005 %)

Impurity B /

[Tpumecs B 0.04 %

Impurity C/ Not Detected

[Tpumecs C
Below LOD (LOD =0.001 %) / Huxe
npeaena o6Hapyxenus (I1O = 0,001 %)

Impurity D /

[Tpumecs D
Below LOQ (LOQ = 0.023 %) / Huxe

Impurity E /

[Tpumecs E (ITKO = 0,023 %)

Impurity F /

[Tpumecs F Below LOD (LOD =0.015 %) / Huxe
npenena ooHapyxenus (I10O = 0,015 %)

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

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

INot more than 0.2 % / ne Gonee 0,2 %

npesena KoIMYecTBeHHoTo onpeaenenus Not more than 0.2 % / ne 6osnee 0,2 %

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

Remarks : The Product confirms to ND/
Ipumeuanne: IpoaykT coorseTcTRYET TpeboBanuam HJI

Conclusion : APPROVED /
3axouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[MoaroroBneno: IIposepeHo: [MporepeHo (AOK):
Pravesh Rana Pardeep Kumar Abhishgk Chauhan

/
/

s

B o

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE JIULIO:

¢y S50 comim

Date/
Hara: 07.04.2026

Date /
Hara: 07.04.2026

Date/
Jara: 07.04.2026

Date /
JHara:

oy -oq—202-56

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-6

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Mpoayxr: LeTpuu® TabaeTKH, MOKPLITHIE MIIEHOHHOI 00o104KoH, 10 M

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus No i Pa3mep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001875746 Date of Analysis / 07.04.2026
AnanuTHyeckHii oryer Ne JlaTa aHaau3a

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

JlaTa npon3BOACTBA T'onen ao

Mfg. License No. /
IIpousBoacTBeHHas
aunnen3usa Ne

: MNB/05/263

MA number: /

Homep PY JHI-Ne(005456)-(PT-RU)

Analysis performed according to ND: / Anaau3s nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOii yNaKOBKM yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI1 yNaKkoBKH yTBepkaeHsbl: 17.02.2025

PL approved: / JIB yrepxaen: 15.05.2024

Any individual unidentified
impurity / JTrobas eaMHUyHa
HEMACHTHHLHUPOBAHHAA IPHMECh

Total impurities /
CymmMma npumecei

0.0407 %

Below LOQ (LOQ = 0.05 %) / Huxe
fpe/iesa KOJIMUECTBEHHOTO ONpeeneH s
(ITKO = 0,05 %)

‘Not more than 0.2 % /
He bosiee 0,2 %

INot more than 2.0% /
He 6onee 2,0%

Remarks : The Product confirms to ND/
IIpumeyanue: [Iponykr coorBeTcTBYET TpeboBaHuam HJJ

Conclusion ;: APPROVED /
3akawyeHue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IToaroToeneno: IlposepeHo: Hporsi peHo (AOK):
Pravesh Rana Pardeep Kumar ek Chauhan

Qﬁ( Abh 7

Approved by: Quality Assurance/Authorized person /
OpobpeHo: ObecnedeHne kauecTBa/OTBETCTBEHHOE JIULIO:

WWM

(1B

Date/
Hara: 07.04.2026

Date / Date /
Jarta: 07.04.2026 JHara: 07.04.2026

Date /
Jlara:

0304 —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: L85195AP1984PLC0O04507
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

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: Lerpun® TabneTky, MOKPHITHIE MNIEHOYHOH 00010uKoi, 10 Mr

Auued3us Ne

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne £ V2600030 Pasmep cepun 25,00,000 Tab
Analytical Repo:‘t No./ . 890001875746 Date of Analysis / 07.04.2026
AnanurTndeckuii orTuer Ne JlaTa ananau3za
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTta npon3BoacTBa I'ogen no
Mfg. License No./

MA number: /

: “Ne(005456)-(PT-

IIpouspoacTBeHHAs MNB/05/263 Homep PY JHI-Ne(005456)-(PI"-RU)

PL approved: / JIB yrBepxxaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen mo H/I: JIIT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeThbl NepBU4HOlH yNaKOBKH yTBepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpU4HOif yNaKOBKH yTBep:kaeHbl: 17.02.2025

Ne Test / IllokazaTennb

Result / PesyabTaThl

Specification / Hopma

6 Water content /

INot more than 8.0% /

9.92 mg /9,92 mr

99.2 %

23 % o
CopepikaHue BOJAbI He 6ounee 8,0 %
7 Microbiological purity* /
MukpoGuoaoruyeckas
yucroTa®
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
Ob1uee YUCNo adpoOHBIX He 6onee 1000 KOE/r
MHKPOOPTaHU3MOB
NA
b) Total combined yeasts and INot more than 100 CFU/g /
mould count / O61iuee yucno He Gonee 100 KOE/r
NPOXIKEBBIX U MIECHEBBIX IPUGOB
c) E. coli NA Shall be absent in 1g/ OtcyrctBue B 1 r
8 Assay / KonnuecTBeHHOe From 9.0 mgto 11.0 mg of
onpeaeneHne C21HasCIN205- 2HCI (Cetirizine

Dihydrochloride) in tablet (90.0 % to 110.0 %
of label claim)./ Ot 9,0 mr oo 11,0 mr
C>1HasCIN>O3-2HCI (uetnpusuna

Remarks : The Product confirms to ND/

IMpumeuyanue: Ipoaykr cooreercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3akawyenue: OJJOGPEHO

Prepared by /
[ToarorosneHo:
Pravesh Rana ;

Checked by /
ITposepeHo:
Pardeep Kumar

=}

Checkad by (AQA) /
Ilposepiero (AOK):
Abhishék Chauhan

Approved by: Quality Assurance/Authorized person /
Opnob6peno: ObecneyeHre kauecTBa/ OTBETCTBEHHOE JIMLIO:

| 2%~

Date /
Jlara: 07.04.2026

Date /
JHara: 07.04.2026

Date /
Jlara: 07.04.2026

Date/

8g—0BY —zo14

Jara:

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-6

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

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LleTpuu® TabneTku, MOKpbITHIE MIEHOYHOH 060siouKoi, 10 mMr

Market / PoiHok : Russia/ Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne # V2600659 Pasmep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001875746 Date of Analysis / 07.04.2026
AHanuTHuyeckuii oTueT Ne Jdara ananusa

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

JlaTa npousBoacTBa T'ogen o

Mfg. License No. /
IpousBoacTeeHHasn
JHUeH3us No

: MNB/05/263

MA number: /

Homep PY JII1-Ne(005456)-(PT'-RU)

Analysis performed according to ND: / Ananaus nposegen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH YNIaKOBKH YTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTopu4HOH ynakoBKM yTBepaxaenni: 17.02,2025

PL approved: / JIB yrBepxaen: 15.05.2024

JeneHue TabdiieTok

Ne Test / Iloka3aTenn Result / PesynsTaTsl Specification / Hopma
indruapoxnopua) B Tabnetke (ot 90,0 % mo
110,0 % OoT HOMHHAJIBHOTO COAEPIKAHHS ).

9 Subdivision of tablets / Complies / CootsercTByeT 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. /
TabneTky cOOTBETCTBYIOT TPeOOBAHUSM, €C/H
He Gonee 1 enMHUYHASA Macca OTKIOHAETCS 32
npenens! 85%-115% ot cpenueit maccel.
TabneTku He COOTBETCTBYIOT TpeGoBaHUAM,
iecniv 6onee ueMm | uHAMBUAYaNbHAs Macca
OTK/IOHSIETCA OT ITUX MPEeIOB HJIH, €CITH 1
MHIUBHIYa/lbHAs Macca OTKJIOHSETCS 3a

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoaykt coorBeTcTBYET TpeboBanuam HII

Conclusion : APPROVED /
3arxnwuenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IToaroToBiieHo: IIposepeno: Hpose;}' Ho (AOK)
Pravesh Rana Pardeep Kumar Abhilek Chauhan

b~

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneyeHne kauecTBa/OTBETCTBEHHOE ULO:

/)%pu \Cous s
o

Date /
Hara: 07.04.2026

Date /
Jara: 07.04.2026

Date /
Hata: 07.04.2026

Date /
Jara:

&QoY - 20626

Ragistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 4G 4900 2999, Email: mail@drreddys com
CIN: L85125AP1984PLCO04507
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 AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: LleTpuH® TabneTKH, NOKPBITHIE MIEHOUHOH 0b0n04KOH, 10 M

JuueH3usa Ne

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne 3 NaniiGsY Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001875746 Date of Analysis / 07.04.2026
AHaNUTHYECKHH 0T4eT No Jara ananuza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
Jlara npousBojacTBA T'oaen xo
Mfg. License No. /

MA number: /

: MNB/05/2 -Ne(0 -(PI'-

Ilpon3BoacTBeHHast /05/263 Homep PY JIT1-Ne(005456)-(PT-RU)

PL approved: / JIB yreepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus npogseaen no H/L: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOIi yNnaKoBKH yTBep:KaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynakoBKH yTBep:kaeHbl: 17.02,.2025

No Test / Iloka3zaTenb Result / Pe3yanbTaThl Specification / Hopma
npenensl 75%-125% ot cpenneit macchl.
10 Package / Onucanne ynaxosku |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. / ITo 10 Tabnerok B ja carton. / [To 10 TabneTok B
[BX/TIBJX//amomunnesom onuctepe. [[IBX/TIBJIX//amomunnesom Gnuctepe. Ilo 2
[To 2 6increpa BMecTe C IMCTKOM- unu 3 6iucrepa BMECTe € JIMCTKOM-
BKJI3JBILIEM YIAaKOBAHbBI B MAUKy BKJIJILILUEM YTIAKOBAHBI B NAYKY KAPTOHHYIO,
- KAPTOHHYIO. 7
11 Labeling / Mapxuposka Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B cooTBercTBuM ¢ pazaesniom 1.3.2
Moaysisi 1 perucTpaloHHOrO N0Cke.
12 Storage conditions / Yenous  |At temperature not higher than 25 °C / Ilpu Temnepatype He Bbiie 25 °C.
] XpaHeHHst
13 Shelf-life (storage period) / Cpok!3 years. / 3 rona.
roAHOCTH (CPOK XpaHeHus)

Remarks : The Product confirms to ND/
Ilpumeuanue: [TponykT coorBercTByeT Tpeboranusm HJL

Conclusion : APPROVED /
3aknwuenne: OJIOBPEHO

Prepared by /
IloaroToBneHo:
Pravesh Rana

Checked by /
IlpoBepeHo:
Pardeep Kumar

=

Checked by (AQA) /
IMpoeepeno (AOK):
Abhishgk Chauhan

Approved by: Quality Assurance/Authorized person /

OnobpeHo: crnieyenne kavecrsa/OTBETCTBEHHOE JTULO:
©
} \Carmw
(%0" il

Date /
Jara: 07.04.2026

Date /
Jara: 07.04.2026

Date /
Hara: 07.04.2026

Date /
Jlata:

O%-oy-2026

Registered Office: 8-2-337. Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLCO04507
www.drreddys.com




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

@
Dr. Red dy,s ‘.... Vill. Khol, Nalagarh Read, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ilpoaykr: LletpuH® TabneTkH, MOKPHITHIE NICHOUHOMN 06osoukoi, 10 Mr

Market / Poinox : Russia / Poccus

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

Cepust No £ Y20H959 Paszmep cepun " 25,00,000 Ta6

Analytical Repovrt No. / . 890001875746 Date of Analysis / . 07.04.2026

AHaJMUTHYECKHIT oTYeT No JlaTa ananuza

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

JlaTa npon3BoacTBa I'ogen no

Mfg. License No. /

Mpoussoncrasmas . MNB/05/263 M numbers / JIT-Ne(005456)-(PT-RU)
Homep PY

anueH3nsa Ne

Analysis performed according to ND: / Ananns npoeeaen no HJ/I: JIII-Ne(005456)-(PI™-RU)-150524
Artworks of primary package approved: / Makersl nepBu4HO# yNakoBKH yTBepkaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi yNIaKOBKH yTBepakAeHbl: 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. / IIpoBoauTCA MPOU3BOANTENEM NPH BBITYCKE IEPHOIUHECKH: IUIS Kaxnoit 20-ok
cepuu uiH He MeHee 1 pasa B roa. ITokasartens MoxeT 6bITh He BKO4eH B CepTrdUKaT aHaM3a GUPMBIL.

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

IIpumeyanue: Ipoaykt coorBeTcTBYET Tpebosanuam HJ 3axuouenue: OJOBPEHO

Prepared by / Checked by / Checked hy (AQA)/ | Approved by: Quality Assurance/Authorized person /
[oarorosnexo: |/ ITpoBepeHo: ITpoeepenb (AOK): | Onobpeno: Obecneuenue kayectra/OTBETCTBEHHOE JIMLO:

Pravesh Rana Pardeep Kumar Abhishek ¢hauhan % \CQU\:‘”

)

/
Q[’;’ \ ¢ g,O-)
i
Date / Date / Date / Date /
Hata: 07.04.2026 Jata: 07.04.2026 | Hata: 07.04.2026 Hara: OR—oY - 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: 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

CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lerpuu® tabneTkH, MOKPHITHIE MIIEHOYHOMH 000/0uKOH, 10 MP

Market / Poinok : Russia / Poccus

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

Cepusa Ne = Va2n006s9 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001875746 Date of Analysis / 07.04.2026

AHanuTu4eckuii oT4eT No Jlara ananuza

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

JaTa npousBoacTBa T'ogen mo

Mfg. License No. /

TIpousBoAcTBeHHAS : MNB/05/263 Pl mnber: / JITI-Ne(005456)-(PT-RU)
Homep PY

aunensus Ne

PL approved: / JIB yrBepaxkaen: 15.05.2024

Analysis performed according to ND: / Auanus nposeaen no HJ: JIIT-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBu4HOIi yNakoBKH yTBepkaeHbl: 12,11.2024
Artworks of secondary package approved: / MakeTsl BTOpU4HO# yNakoBKH yTBepxaeusbi: 17.02.2025

API name / HaumenoBaune ADC:

Cetirizine dihydrochloride / Lletupnsnna auruapoxaopuu

INN / MHH:

Cetirizine / Lletupusux

API manufacturer batch number /
Howmep cepuu npoussogutesa A®C:

BT00-25074, BT00-25075

FP Manufacturer API Batch number /
Howmep cepuu cybcTanuun npoussoauntens I'JID:

FETA00079, FETA00080

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

Glochem Industries Private Limited,
Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Mupactpuec Ipaiisut Jlnvuren,
Yuacrku Ne 174-176, U.JI.A., Boanapam, CaHrapenou
Juctpukr - 502 325, Xainapaban, wrat TenanraHa, Muaus

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

HaumenoBanue, ajgpec, JUUEH3HA A
TlpousBoacTBeHHan muiomaaka / Iliowaaka KOHTPOJIs
KkavecTBa / [lnowmaaka BbINycKa

Dr. Reddy’s Laboratories Ltd.,
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (license No MNB/05/263). /

H-p Penau’c JIaboparopuc Jltx.,
IIpounzBoncTeeHHOE NoapasaenceHue-6, Bumn. Kxons, Hanarapx
Poyn, banau, Jucrpukr Conan, X.I1., 173205, Uuaus
(JTnuenzus No 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/
IIpumeuanne: IIpoaykt cooTBeTCTBYET TpeboBarusam HII

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by /
[TonroroeneHo: [IpoeepeHo:
Pravesh Rana Pardeep Kumar

Lo | |

Abhish

Checked by (AQA) /
[Mpoeepgro (AOK):
Chauhan )\

Approved by: Quality Assurance/Authorized pefson /
Onobpeno: Obecnevenme kauecTBa/OTBETCTBEHHOE JTULIO:

2
2

\

Date /
Jata: 07.04.2026

Date /
Jata: 07.04.2026

Date /

Hara: 07.04.2026

Date /
Jlara:

OY~OYy~z026

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.comi
CiN: L85125AP1984PLC0O04507
www.drreddys.com




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

@
DI'. Reddy’s ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Letpun® Tabnerku, NOKphIThbie NIEHOUHOI 060104KO0il, 10 Mr

Market / PoiHok : Russia / Poccust

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

Cepusi Ne # V2600659 Pasmep cepun " 25,00,000 Tab

Analytical Repovrt No./ . 890001875746 Date of Analysis / 07.04.2026

AHATUTHYECKHIT oTyeT No JlaTa ananusa

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

JlaTa npon3BoacTea Topen go

Mfg. License No. /

IIpousBoacTBeHHas : MNB/05/263 M e | : JII-Ne(005456)-(PT'-RU)
Homep PY

annensus Ne

Analysis performed according to ND: / Aunanus nposeaen no HJL: JITT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makersl nepsH4HOiT ynakoBkn yreepxaenst: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTopHuHOii YNaKoBKH yTBepaaensi: 17.02.2025
PL approved: / JIB yrsepxaen: 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». /

3axiouenne 0 cooTBeTcTBHM: «HacToANM 9 NOATBEPHKAAIO, YTO MPHBEJACHHAs Bbille WH(OPMALMA ABNAETCS JOCTOBEPHOIN M
TOMHOH. DTa cepHs NPOLYKUMH Npou3BeneHa (BKIIOYAs ynakoBKy (MapkHpOBKY) W KOHTPOJb KauyecTBa) Ha BBIILECYKa3aHHOH
NPOM3BOJACTBEHHOI NaowWaike (NIoaaKax) B NOAHOM COOTBETCTBHH ¢ Tpebosanuamu [Npasun Hamnexaileil nNpoM3BOACTBEHHOI
npaktukn EBpazuiickoro skoHomuueckoro corosa (Noe GMP/EAEU/RU/02329-2025 ot 19 centabpa 2025 r.) u TpeboBaHUAMM
KOHTPOJIA Ka4eCTRA NeKAPCTBEHHBIX CPEJICTB, @ TAKXKE B COOTBETCTBHH CO CrielM(pHKaLMAMH, CONEPIKAMMHUCS B PErHCTPALIMOHHOM
JIOChE CTPaHbI-UMIOpTEpa. 3anucH N0 MPOM3BOACTBY, YMAKOBKE W aHAIH3y MNPOBEPEHbl, M YCTAHOBNEHO HMX COOTBETCTBHME
Tpebopanuam [Tpasun Haanexaulen nPOU3BOACTBEHHOI NPakTUKH EBpasHiickoro 3k0OHOMHUECKOT0 COl03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykr coorsercrayer Tpedopanmusm HIL 3akawuenue: OJJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MonrorosneHo: IpoBepeHo: ITposepeno (AOK): | Omobpeno: Obecneyenne kadectBa/OTBETCTBEHHOE JIHLIO:
P h R Pardeep K Abhishek Chauh ©
ravesh Rana ardeep Kumar his auhan J 0 \ o
Date / Date / Date / Date / O
Hara: 07.04.2026 Jara; 07.04.2026 | Jlara: 07.04.2026 Jara: B oo lé

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





