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

CEPTUOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykr: LletpuH® TabaeTky, MOKPbIThIE MIIEHOYHOH 000s104K0i, 10 Mr

Market / Prinok : Russia / Poccus

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

Cepus Ne B H2GE 0 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001889300 Date of Analysis / 19.06.2026

AHaauTHYecKUi oTyeT Nt JaTta ananusza

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTta npousBoacTBa I'open no

Mfg. License No. / .

TIpoH3BOACTBEHHAS : MNB/05/263 MLA nimmber ¢ JIT-Ne(005456)-(PT-RU)
Homep PY

JIMLEeH3usA N

Analysis performed according to ND: / Ananu3s nposeaen no HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH YIaKOBKH yTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YIAKOBKH YTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepxkaen: 15.05.2024

Ne

Test / Iloxa3zaTeasb

Result / PesyabTaThl

Specification / Hopma

1

Description / Onucauue

'‘White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnele ABOSKOBBIMYKIbIC TabmeTKy,
[OKPBITEIE  TUICHOYHOM  06oNouKoii
Oenoro LBeTa, C PUCKOM Ha OOHOM
cropore. Ha mnonepeuHoMm paspese —

Aapo 6esoro 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.
/' Kpyrible HBOSKOBBIMYKJblE TaGJETKH,
MOKPBITEIE TUIEHOYHOW ofonoukoit Genoro
WJIK NIOYTH 6ENoTo LBETa, C PUCKOM HA OIHOM
cropoHe. Ha nonepeunom paspese sapo or
6esioro 1o no4tu 6enoro 1BeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [poaykt coorBercrByeT TpeGoBanusm HJJ 3akawuenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IloaroroeneHo: [TpoBepeHo: [Tpoeepeno (AOK): Ajay | Omo6peno: ObecneueHne kauectsa/OTBETCTBEHHOE
Ramakant Pardeep Kumar Kumar Srivastava JMLO: C M ' u ﬁ M ;
- =

- F\I n i r
Date / Date / Date / Date / ] /O }a
Jara: 19.06.2026 Jlata: 19.06.2026 | Hara: 19.06.2026 Jlata: o 28] 7/b

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
IpoaykT: LleTpun® TabneTkH, NOKPHITHIE MIEHOYHOH 0bonoukom, 10 mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne RS ETIINA Pa3mep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001889300 Date of Analysis / 19.06.2026

AHaanTHuyeckuif oTuer Ne JlaTa aHanu3za

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JaTa npou3BojcTBa T'ogen no

Mfg. License No. / .

IpoussocTaennas : MNB/05/263 MA oomber; { JI-Ne(005456)~(PT-RU)
Homep PY

JMneH3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl NepBH4HOIf yNaKkoBKH yTBep:xaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HO#H yNnakoBKH yTBepxaeHbl: 17.02.2028
PL approved: / JIB yreepxaen: 15.05.2024

Ne Test / [lokazatennb

Result / PeayabTaThi

Specification / Hopma

2 Identification /
Unentndukauus

HPLC/ B2XX

The retention time of the main peak in
the chromatogram of test solution
complies with the retention time of the
main peak in the chromatogram of
Cetirizine Hydrochloride reference
istandard solution. / Bpems ynepxuBanus
OCHOBHOTO NMHKA Ha XPOMaTorpamme
HCIILITYEMOTO PAacTBOPA COOTBETCTBYET
BpeMEHH yaep>KUBaHUS OCHOBHOIO MHKa
Ha XpOMaTorpamme CTaHIapTHOTO
pacTBOpa LETHPU3HMHA FHAPOXITOPUAA.

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

Bpewmst yaepxuBaHUs OCHOBHOTO IHKa Ha
XpOMaTorpaMmMme MCIbITYEMOTO pacTBopa
/10JKHO COOTBETCTBOBATh BPEMEHH
YAEP’KMBAHMS OCHOBHOIO ITHKA Ha
XpoMaTorpaMmme CTaHAapTHOI'O pacTBopa
LETHPH3UHA THApoxXIopUaa (paszen
«KonniecTBEHHOE OTIpE/IeNIEHHE).

Remarks : The Product confirms to ND/
ITpumeuanue: IlpoaykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akiwuenne: OJJOBPEHO

e | wl Sy

Prepared by / Checked by / Checked by (AQA) /
[ToaroToBneHo: IIposepeno: ITposepeno (AOK): Ajay
Ramakant Pardeep Kumar Kumar Srivastava

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecrnieueHue kauecTBa/OTBETCTBEHHOE
JIMLO:

- /)

Date /
Jara: 19.06.2026

Date /
Jara: 19.06.2026

Date /
Jara: 19.06.2026

el I

/) v/é N o
HETC 2R

\

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




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
poaykr: LletpuH® TabJaeTKH, MOKPHITHIE UIEHOYHOH 0605104k, 10 Mr

Market / Peinok : Russia / Poccust

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

Cepus No ¢ V2601268 Paszmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001889300 Date of Analysis / 19.06.2026

AHaauTU4ecKUil oTyet No MaTa ananusza

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

Jlara npou3BOACTBA T'omen no

Mfg. License No. / .

pou3BoACTBEHHAS : MNB/05/263 B, HombErs 7 JITT-Ne(005456)-(PT-RU)
Howmep PY

JnueH3Hs Ne —

Analysis performed according to ND: / Ananu3s nposeaen no H/;: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThbl NepBHYHOH YNaKOBKH yTBepaxaenbi: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOpHYHOIf YNaKoBKH yTBepxaeHnbl: 17.02.2025
PL approved: / JIB yreep:kaen: 15.05.2024

Ne Test/ Hoxaa_ale.m,

Result / PesynbTaTh

Specification / Hopma

UV- spectrophotometry /
Y®- cnexrpodoTomeTpHs

Complies / CooTBeTCTBYET

Dissolution / PacTBopenne

97 %; 96 %; 96 %; 95 %; 95 Y;
94 %

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 ®-crekTpbl NOrJIOEHHS
MCTIBITYEMOTO PacTBOPa U CTAHAAPTHOrO
pacTBOpa UETHPH3INHA THAPOXJIOPHIA B
obnactu ot 200 no 400 HM AOIKHEI HMETH
MaKCHMYMBI MOTJIOIIEHUs TIPH OAHOM W TOM
K€ JUIMHE BOJHEL C AOMYCTUMBIM
OTKJIOHEHHEM + 2 HM.

Not less than 80% (Q) of the labeled amount
of C2iHasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He mMeHee

{80 % (Q) OT HOMMHANBEHOTO COEPKAHUS
|C21HasCIN2 O3+ 2HCI (1eTupusuHa
},unmnpoxnopm[) yepes 30 MuUH.

Remarks : The Product confirms to ND/
| Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akiarouenune: OJOBPEHO

| Prepared by / Checked by /
| MoaroroeneHo: [poeepeHo:

| Ramakant ! Pardeep Kumar

Kumar Srivastava

.,P:\/\/

Checked by (AQA) /
ITposepeno (AOK): Ajay

Approved by: Quality Assurance/Authorized person /
Opob6peno: Obecneuenne kauecTBa/OTBETCTBEHHOE
JULIO:

Vi

Date /

Date /
Jara: 19.06.2026 JHara: 19.06.2026

Date /
Hara: 19.06.2026

Jlara:
S
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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 €3¢

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

IIpoaykr: LleTpuH® TabneTky, MOKPhITHIE MIEHOYHOH 06010uKOH, 10 MT

Market / Poinok ¢ Russia / Poccust

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

Cepus Ne 5 V2601268 Pazmep cepuu 25,00,000 Ta6

Analytical Repo“rt No./ . 890001889300 Date of Analysis / 19.06.2026

AHanuTHyeckHii oTyet No Jara anaauza -

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npoM3BOACTBA Toaex o

Mfg. License No. /

TMpousBoacTenHas : MNB/05/263 PA I 4 JITI-Ne(005456)-(PT-RU)
Homep PY

JHIeH3HA Ne -

Analysis performed according to ND: / Anaau3s nposeaer mo H/I: JIIT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4HONH yNaKoBKH yTBepxaennt: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpPHYHOH YNIAaKOBKH yTBepxaeHbi: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

7 | el

'“.(’\\ '\H

Ne Test / [lokazaTennb Result / PesynbTaTht Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OxHOPOAHOCTbL AO3HPOBAHHBIX 4.3 than 15.0 / ITokazatens npuemnemoctu (AV)
eAHHHLL moimkeH ObITH He Gonee 15.0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [ponykT coorBercTBYeT TpeboBanusam HJI 3akaouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
IloarorosneHo: IIpoeepeHo: ITposepeHo (AOK): Ajay | Onobpeno: ObecrieueHne kauecTra/OTBETCTBEHHOE
Ramakant Pardeep Kumar Kumar Srivastava JIULIO:

Ny,

Date /
Jlata: 19.06.2026

Date /
Jara: 19.06.2026

Date /
Jara: 19.06.2026

Date /
Jara:

Weror

5

= e BT

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

www.drreddys.com




Dr.Reddy’s “:'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10

mg

Mpoaykr: Lletpua® TabneTkd, MOKPBITHIE [IEHOYHOH 000s104K0M, 10 MP

Market / Poisok : Russia / Poccus

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

Cepnsi No 5 N261268 Paszmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001889300 Date of Analysis / 19.06.2026

Ananutnyeckuii otuer No Jata ananusa

Date of Manufacture / . 052026 Date of Expiry / 04/2029

Jara nponsBoacTea T'onen go

Mfg. License No. / .

IIpousBoacTBeHHasn : MNB/05/263 PAA artihe JITI-No(005456)~(PT-RU)
Homep PY

JuueH3us Ne

PL approved: / JIB yrBep:xaen: 15.05.2

024

Analysis performed according to ND: / Anaians nposeaed mo H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl nepBHYHOMN yNaKoBKH yTBepiaens:: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOIH ynakoBKH yTBepxkaensl: 17.02.2025

5 Impurities / [Ipumecn
Impurity A / Below LOD (LOD =0.005 %) / Huxe
[Tpumecs A npenena obHapyxenus (1O = 0,005 %) Not more than 0.2 % / ue Gonee 0,2 %
Impurity B/ 0.05 % INot more than 0.2 % / ne 6osee 0,2 %
[Tpumecs B
Impurity C/ Not detected / He obHapyxeHa Not more than 0.2 % / ne Gonee 0,2 %
IIpumeces C
Impurity D / Not detected / He o6HapyskeHa
[Ipumecs D Not more than 0.2 % / He Gonee 0,2 %
Impurity E / Below LOQ (LOQ = 0.023 %) / Huxe
ITpumece E [Ipeaena KoJIM4ECTBEHHOTO ONpPeaeICHUS
(ITKO = 0,023 %) Not more than 0.2 % / He 6onee 0,2 %
Impurity F /
ITpumecs F Below LOQ (LOQ = 0.041 %) / Huxe
npenena konuuectseHHoro onpeaeneHusaNot more than 0.2 % / ve Gonee 0,2 %
(TIKO = 0,041 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpebosaHusM HJL 3axnwuenue: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToaroToBeHo: [MpoeepeHo: [Tpoeepero (AOK): Ajay | Omobpeno: Obecrieuenne kauectBa/OTBETCTBEHHOE
Ramakant Pardeep Kumar Kumar Srivastava JIULIO:
ol : N 0
A #
Date / Date / Date / Date / IZ g
Jara: 19.06.2026 MHara: 19.06.2026 | Jara: 19.06.2026 Hara: ( M/O bv()

SET

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

Tel: 491404

900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LleTpr® TabaeTk, MOKPHIThIE NIEHOYHOH 06osoukoit, 10 Mr

Market / PeiHok : Russia / Poccus

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

Cepust Ne B Pazmep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001889300 Date of Analysis / 19.06.2026
AHanuTUYECKHH oTYeT No JlaTa aHau3a

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npou3BoacTBA Togen go

Mfg. License No. / MA number: /

Ilpou3BoacTBeHHas : MNB/05/263 ’ JITT-Ne(005456)-(PT-RU)

JauneH3us Ne

Homep PY

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBHYHOH YTaKOBKH yTBepxaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO#l YNIAKOBKH yTBepxkaeHbl: 17.02.2025

PL approved: / JIB yrBepxaen: 15.05.2024

Any individual unidentified
impurity / Jio6as eguHHYHas

HEWAECHTUDHULIUPOBAHHAA NIPUMECDH 0.05 %
Total impurities /
CyMMa npumecert

02%

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

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

Remarks : The Product confirms to ND/
Ipumeyanune: Ilpoaykt cooTBercTBYeT Tpebosanusm HJL

Conclusion : APPROVED /
3axaouenue: ONNOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
TloaroroBneno: ITpoBepeHo: IIposepeno (AOK): Ajay | Omobpeno: ObecrieyeHue kauecTBa/OTBETCTBEHHOE
Ramakant Pardeep Kumar Kumar Srivastava JULO:
L ol — - )
W) \
Date / Date / Date / Date /
Hara: 19.06.2026 Jlata: 19.06.2026 Jlata: 19.06.2026 Jara:

\W“%/QQZ\OW
~“7 ¥

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




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

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

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykt: LetprH® TabneTku, NOKPHIThIE MIEHOYHOH 0060104KO0MH, 10 Mr

Market / PoiHoK : Russia / Poccus

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

Cepust Ne } V201268 Pasmep cepuu 25,00,000 Tab

Analytical Repo;t No./ . 890001889300 Date of Analysis / 19.06.2026

AHanuTHYecKHi oTueT Ne JlaTa aHanu3a

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npou3BoAcTBA T'ogen go

Mfg. License No. / .

MpoussoxcTBeHHan : MNB/05/263 oL IIMURER JITI-Ne(005456)-(PT-RU)
Howmep PY

JiHueH3us Ne

Analysis performed according to ND: / Anaan3 nposeaes nmo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MaxeTbl nepBU4HOH yNaKOBKH yTBepaiaeHbl: 12.11.2024
Artworks of secondary package approved: / MaxeTbl BTOPH4HOIH yNIaKOBKH yTBepxaenbi: 17.02,2025
PL approved: / JIB yrBepxaen: 15.05.2024

| Ne Test / IlokasaTean | Result / Pe3yabTaThl Specification / Hopma
6 Water content / 259 Not more than 8.0% /
CoaepxxaHue BOAbI ’ He 6onee 8,0 %
7 Microbiological purity* /
Mukpobuosioruyeckas
yueroTa®
a) Total aerobic microbial count / NA Not more than 1000 CFU/g/
Ob1uee Ynciio adpobHBIX He 6onee 1000 KOE/r
MHKPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obuiee uucno He 6onee 100 KOE/r
NPOXOIKEBBIX M IIECHEBLIX IPUOOB
©) E. coli NA Shall be absent in 1g / OrcyrcrBue B 1 1
8 Assay / KosuuyecTBeHHOe From 9.0 mg to 11.0 mg of
onpeeeHue C21H2sCIN»O3- 2HCI (Cetirizine
= gl9g8/90}098 M Dihydrochloride) in tablet (90.0 % to 110.0 %
' of label claim). / Ot 9,0 mr go 11,0 mr
(C21HasCIN2O3-2HCI (uetnprsuHa
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumedanne: IlpoaykT cooTBETCTBYET TpeboBaHuaM HJL 3axumouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: Ilposepeno: ITpoeepeno (AOK): Ajay | Omobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
| Ramakant Pardeep Kumar Kumar Srivastava JIMLIO:
|
R S N
+ | - 0
A
Date / Date / Date / Date /
Hara: 19.06.2026 Hara: 19.06.2026 | Jara: 19.06.2026 Hara: NW !d,\ﬂ %
L i [T

<

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: L85195AP1984P1LC0O04507
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

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Lerpna® TabneTky, MOKPLIThIE TUIEHOYHOH obonoyukoi, 10 mr

JauueH3us Ne

Market / PoiHox : Russia / Poccus

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

Cepus Ne + V2601268 Pa3mep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001889300 Date of Analysis / 19.06.2026
AHaJMTHYecKHif oTueT Ne Jara anannza i

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npou3BoACTBA Togen po

Mfg. License No. / .

MpouseoacTennan . MNB/05/263 MLA: mwbrers | JI-Ne(005456)-(PT-RU)

Howmep PY

PL approved: / JIB yrBepxkaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeagen mo H/I: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBU4YHO# YNaKOBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4YHON YNIaKOBKH yTBepaxaeHbl: 17.02.2025

No Test / IToxasaTen Result / Pe3yabTaThl

Specification / Hopma

imuruapoxsiopun) B Tabnetke (ot 90,0 % no
110,0 % oT HOMMHAILHOTO CONEPIKAHMS).

9 Subdivision of tablets /
JlesienHe TabJIeTOK

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. /
TabneTkyu COOTBETCTBYIOT TPeOOBAHMAM, €CIH
He boJiee 1 emMHHMYHAS Macca OTKIIOHSETCH 3a
npenensl 85%-115% ot cpenHel Macchl.
TabneTku He COOTBETCTRYIOT TPeOOBAHUAM,
ecnu 6onee ueM | MHAMBUAYaNBHAs Macca
OTKJIOHSIETCS OT 3THX NPEIeJIOB WU, eCi |
UHAXBUIYaNbHAs Macca OTKJIOHAETCs 3a
npenens! 75%-125% ot cpenHeit Macchl.

Remarks : The Product confirms to ND/
Ipumeuanue: I[IponykT cootBercTByeT TpeGoBanuam HJT

Conclusion : APPROVED /
3aknwuenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[NoaroroeeHo: IIpoBepeHo: IIpoeepeno (AOK): Ajay | Omobpeno: Obecneyenue kauectsa/OTBETCTBEHHOE
Ramakant Pardeep Kumar Kumar Srivastava JIMLIO:
C{Jg QL; : A A /)
M\ » 2
Date / Date / Date / Date / b
Hara: 19.06.2026 Jara: 19.06.2026 | Jlarta: 19.06.2026 Jara: W/ﬁ = Ow

P
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Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ‘g‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Product: Cetrine® film coated tablets, 10

mg

Ipoaykr: LeTpuH® Tab1eTKH, MOKPHITHIE IUIEHOYHOH 06osoukol, 10 mr

Market / PoiHOK

: Russia / Poccus

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

Cepus Ne # V2601268 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001889300 Date of Analysis / 19.06.2026

Anajutuyeckuii oTuet Ne JlaTa ananuza

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npon3BoAcCTBA I'open o

Mfg. License No. / .

IIpousBoacTBeHHAS : MNB/05/263 Manambers / JIT1-Ne(005456)-(PT-RU)
Homep PY

JuueH3ug Ne

Analysis performed according to ND: / Ananus nposeaen mo HJ/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHOI ynakoBKH yTBepxaeHni: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HO#/ ynakoBKH yTBepxkaeHbI: 17.02.2025
PL approved: / JIB yrBep:xaen: 15.05.2024

Ne Test / [loka3zaTenn Result / Pe3yabTaTnl Specification / Hopma
10 Package / Onucaune ynaxosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / [To 10 Tabnerok 8 [a carton. / [To 10 Tabnerox B
[IBX/TIBJIX//amomunueroM Gnucrepe. ([IBX/TIBAX//amomunuesom 6nuctepe. Io 2
[To 3 6aucTepa BMeCTE ¢ JIUCTKOM- vnu 3 6ancrepa BMeECTe C JIMCTKOM-
BKJIA/IBIIIEM YIAKOBAHEI B IAUKY BKJIa/IbIIIEM YNAKOBAHBI B MTAUKY KAPTOHHYIO.
KapTOHHYIO.
11 Labeling / MapxkupoBka Complies / CooTBeTcTRYET See Module 1, section 1.3.2 of registration
dossier. / B cooTBeTcTBUH C pazaenom 1.3.2
1 MOIyJIs 1 PperucTpalMOHHOTO AOCHE.
12 fStorage conditions / YcaoBust  [At temperature not higher than 25 °C / Ilpn temnepatype ne Boimre 25 °C.
XpaHeHus! |
13 Shelf-life (storage period) / Cpox|3 years. / 3 rona.
rOAHOCTH (CPOK XpaHeHHs )

* 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. / IIpoBoanTcs MPou3BOAUTENEM [P BbIMYCKE MEPUOAMYECKH: 1JTs Kax<aoM 20-o¥
cepuu ik He MeHee 1 pasa B roa. Ilokasarens MoxkeT 6bITh He BKAIOUYeH B Ceprudukar aHanmuza GUpMEL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: Ilponykt cootBeTcTBYeT TpeboBanusmM HI| 3axawuenne: OJOBPEHO B
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
TloaroToBNEHO: IIpoBepeno: ITpoeepeno (AOK): Ajay | Onobpeno: ObecriedeHue kauecTBa/QOTBETCTBEHHOE
Ramakant Pardeep Kumar Kumar Srivastava JIMLO:
| = My
— B
~__N : /

Date / Date/ Date / Date / W \ [(-} 7/(«’
Jlara: 19.06.2026 Jata: 19.06.2026 | JaTa: 19.06.2026 Hara: A; .'(‘)p

v \L"‘ /

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



Qe Dr. Reddy's Laboratories Ltd.

) €] Formulation Unit-6
DI'. Red dy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykrt: Llerpuu® TabaeTKH, MOKPHITHIC UNIEHOYHOH 060M0uKoH, 10 Mr

Market / Ppisok : Russia / Poccus

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

Cepus Ne : V2601268 Pa3mep cepuu ©25,00,000 Ta6

Analytical Repovrt No./ . 890001889300 Date of Analysis / 19.06.2026

AnaauTuyeckHii oTuert Ne JlaTa aHayu3a

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npou3zBoacTBa Togen go

Mfg. License No. / .

IIpoH3BOACTBEHHAS : MNB/05/263 NEA: myontlycrs # : JITI-Ne(005456)-(PT-RU)
Homep PY

JauneHzus Ne

Analysis performed according to ND: / Anaaus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl IepBHYHOH YNAKOBKH YTBepaxaeHbt: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIf yNaKoBKH yTBepaxAenn: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

API name / Hanmenosanue ADC: Cetirizine dihydrochloride / LleTHpu3uHa AWCHAPOXIOPHI
INN / MHH: Cetirizine / Iletupuzuu

API manufacturer batch number / BT00-26014

Homep cepuu npouspoautenss AQC:

FP Manufacturer API Batch number / FETA00166

Homep cepuu cyocranuuu npoussoautens IJId:

API Manufactured by, address & country / Glochem Industries Private Limited,
IIpoussoautens APC, agpec u cTpaHa: Survey No. 174 to 176, L.D.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
I'noxem Unpactpuec IpaiiBut Jinmuren,
Yyacriku Ne 174-176, U.J.A., boanapam, Canrapeanu
Juctpukr - 502 325, Xaiinapaban, mrat Tenanrada, Muaus

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

site / Control site / Release site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
HaumeHoBaHHe, aJpec, JUUEHINSA JJs Solan (HP) 173205, India (license No MNB/05/263). /
IIpousBoacTBeHHas miowaaka / Ilnomwaaka kouTpoas J-p Pennu'c JTaboparopuc Jlta.,

kayectsa / [lnowaaka BbInycKa [TpouzBoacTBEHHOE Noapasaenenue-6, Bumt. Kxons, Hanarapx

Poyn, banau, Juctpukt Conan, X.I1., 173205, Unaus
(JTuuensus Ne MNB/05/263).
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been

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

IIpumeuanue: Ilpoaykt coorBeTcTBYET Tpebosanuam HJY 3akaiouenne: OJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToarotorieHo: [Iposepeno: Tpoeepeno (AOK): Ajay | OmobpeHo: O6ecnedeHue kauecTBa/OTBETCTBEHHOE
Ramakant Pardeep Kumar Kumar Srivastava JTULIO:

W | |

— ANTEA WA
Date / Date / Date / Date / \ / e/ /;)'p V4
Jlara: 19.06.2026 Hara: 19.06.2026 JHara: 19.06.2026 JlaTa: q i

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
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Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LleTprH® TabaeTkH, NMOKPHLIThIE MIEHOYHOH 060s104K0MH, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus No : V2601268 Paswep cepin 25,00,000 a6

Analytical Repourt No./ . 890001889300 Date of Analysis / 19.06.2026

AHanuTHYecKkHii oTueT No JaTta aHanuza

Date of Manufacture / . 05/2026 Date of Expiry / 04/2029

JlaTa npousBoAcTBA T'ogen oo

Mifg. License No. / .

[Ipou3BoacTBeHHAs : MNB/05/263 BLA HbEe; 4 JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according to ND: / Ananns nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBu4Holi yNaKoBKH yTBepxaensl: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HO#H YNIaKOBKH yTBepuxAeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

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

3akntoyerne 0 cooTBeTcTBUN: «HacToslMUM 1 NOATBEP:KAAI0, UTO MpPHBEASHHAs Bbille HHGOPMALHA ABJSETCS NOCTOBEPHOH H
ToYHOU. DTa cepus NPOLYKIMU Tpou3BeieHa (BKIIOYas YNakoBKY (MapKUpPOBKY) M KOHTPOJIb KAueCTBA) HA BBIILEYKA3aHHOM
TIPOM3BOICTBEHHOM MJlolake (MIOAaKax) B OJHOM COOTBETCTBUU ¢ TpeOOBaHUsAMH [IpaBun Haanexkamei npou3BoaCTBEHHOMN
npaktuku EBpazuiickoro skoHoMuueckoro coroza (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeGoBaHUAMU
KOHTPOJIS Ka4eCTBa JISKAPCTBEHHBIX CPELCTB, @ TAKXKE B COOTBETCTBHH CO CEUHUbHKALIUAMH, COAEPKALUUMHICS B PETHCTPALIMOHHOM
IOCBE CTPaHbI-UMIIOpTEpa. 3amucy MO TPOMU3BOACTBY, YIIAKOBKE Y AHANNU3Y MPOBEPEHBI, U YCTAHOBIEHO WX COOTBETCTBHE
TpeboranusaM Ilparun Haanexalleil IPou3BOACTBEHHOH NPakTUKU EBpa3uilckoro 3K0HOMHYECKOTO COH3aY.

Remarks : The Product confirms to ND/

ITpumeuanne: I[Ipoaykt coorseTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: Ilposepeno: IMpoeepero (AOK): Ajay | OmobpeHo: Obecnieuenue kauecTBa/OTBETCTBEHHOE
Ramakant ‘-di‘ Pardeep Kumar Kumar Srivastava JIMLO:
W | =] & 0
P 1\ /6 .
Date / Date / Date / Date / W (O o %
Jara: 19.06.2026 Hara: 19.06.2026 | Jara: 19.06.2026 Hata: /C] mo
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