Dr.Reddy’s Q':'

Dr. Reddy's Laboratories Ltd
Formuiation 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

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: Lletpuu® TabaeTKH, MOKPHITHIE MJIEHOUHOH 0bosoukoi, 10 Mr

JuneH3ust Ne

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne F V2600754 Pasmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001877046 Date of Analysis / 24.04.2026
AHannTuyecKuii 0TyeT No JlaTta aHaau3za
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npousBojacTBa . I'onen mo
Mfg. License No. /
MA number: /
IIpousBoacTBEeHHAS : MNB/05/263 ——— JITT-Ne(005456)-(PT"-RU)

PL approved: / JIB yrBepaxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJL: JIII-Ne(005456)-(PI-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHO# YyNaKOBKH YTBep:KAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUYHOii ynakoBKH yTBepxaeubl: 17.02.2025

Ne Test / IlokazaTenn Result / PezyabTaThl

Specification / Hopma

1 Description / Onucanmne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrable ABOSKOBBIMYK/ble TabJEeTKH,
MOKPBITBIE  [UIEHOUHON  000J04KOi
Oenoro 1pera, C PHCKOM Ha OAHOU
cropore. Ha momepeuyHom paspese —

White or off-white coloured, round, biconvex
film coated tablets with a break line on one
side. White to off-white core on cross section.
/' Kpyrnele [BOSKOBBITIYKJIBIE TabneTKy,
NOKPBIThIE MIICHOYHOH o6onoukod 6Genoro
WM MOYTH OENoTro LBETa, C PUCKOI Ha OJ(HOT
cropoHe. Ha monepeuHoM paspeze sapo oT

igapo Gesoro ugeTa.

0eJioro 1o moutH 6esoro nBeTa.

Remarks : The Product confirms to ND/
IIpumeuanne: Iponykr cooTBeTCTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3aknwvyenne: OJJOBPEHO

=

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloarorosneHo: IlpoeepeHo: Iposepeno (AOK): | Onobpeno: Obecnedenue kadecTBa/OTBETCTBEHHOE JIULIO:
Ashish Kumar Pravesh Rana Amit Kumar M'
A SKVAr
. \=>
Date / Date / Date / Date / /
Jata: 24.04.2026 Jata: 24.04.2026 Jarta: 24.04.2026 Hara: &%%Q’L
— P

Registered Gffice: 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: L85195AP1984PLCO0O4507
www.drreddys.com




Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories Ltd
Formuitation 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
Ipoayxr: LeTpuH® TabeTku, MOKPHITHIE MIIEHOUHOM 06osoukoi, 10 Mr

Market / Peinok : Rus

sia / Poccus

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

Cepus Ne 2 VEaTSd Pazmep cepun 25,00,000 Tab

Analytical Repovrt No. / . 890001877046 Date of Analysis / 24.04.2026

AHaJaHTHYeCKHIT oTueT Ne JlaTa aHanu3a

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

JlaTa npou3BoacTBa TI'ogen go

Mfg. License No. /

T — : MNB/05/263 M DWmDEY: / JITT-No(005456)-(PT-RU)
Homep PY

JnueH3ust Ne

Analysis performed according to ND: / Anasu3 nposenen o H/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTnl nepBH4HO# ynakoBKH yTBep:kaeHbl: 12.11.2024

Artworks of secondary package approved: / MakeTbl BTOpHYHO yTakoBKH yTBep:kaeHb1: 17.02.2025
PL approved: / JIB yreep:xkaen: 15.05.2024

Ne Test / [Toka3zaTens Result / PesyabTaTsl Specification / Hopma
2 Identification / The retention time of the main peak in o ] )
Upentudukauns 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 / BOXKX main peak in the chromatogram of with the retention time .o.f the main peak.m the
Cetirizine Hydrochloride reference chromatogram of Cetmgme Hyd.rochlorlde
standard solution. / Bpems yaepxupanus reference standard solution (section "Assay").
OCHOBHOTO MHKa Ha XpoMarorpamme
HCTIBITYEMOTO PACTEOpA COOTBETCTBYeT |DPEMA YACPXKHMBAHHS OCHOBHOTO MHKA Ha
BpeMeHH yIepKUBaHHA OCHOBHOrO Mika KPOMATOTPaMME HCTIBITYEMOro pacTBopa
Ha XPOMaTOrpaMMe CTaHAapTHOTO TOSDKHO COOTBETCTBOBATh BPEMEHH
PaCTBOpA LiETHPU3HHA THApoXopua. YACPKUBAHHS OCHOBHOIO MHKa Ha
XpOMaTorpamMMe CTaHIapTHOIrO pacTBopa
UeTHPHU3UHA I'MApOXJIopuaa (pasaen
«KonuuecTBeHHOE OMnpefeneHue).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanue: [Iponykr cooTBeTcTBYeT TpeboBaHusam HJJ

3axnwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ToarorosneHo: IpoBepeHo: IpoeepeHo (AOK): | Omo6peHo: Obecneuenue kauectBa/OTBETCTBEHHOE JTHLIO;
Ashish Kumar Pravesh Rana Amit Kumar g Hl V n N ’

B Nt
Date / Date / Date / Date /
Hata: 24.04.2026 Hara: 24.04.2026 Hata: 24.04.2026 HaTa: \

%]

{)QL

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

Tel: +91 40 4900 2900, Fax: +91 40

4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www drreddys com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formuiation 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

CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ilpoaykr: LeTpua® TabneTkH, NOKPBITHIC MIICHOUHOM 0bomoukoi, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne & V40T Pasmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001877046 Date of Analysis / 24.04.2026
AHaauTHuyecKHi oTyeT Ne . JlaTa aHanuza

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

JaTa npon3BoacTBa TonxeH no

Mfg. License No. /
HpouspoacTBeHHas
JiHIeH3us Ne

: MNB/05/263

MA number: /

Homep PY JITI-Ne(005456)-(PI'-RU)

PL approved: / JIB yrBepaxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen o H/I: JIII-Ne(005456)-(PI™-RU)-150524
| Artworks of primary package approved: / MakeTbl nepBUYHOIl yNIaKOBKH yTBepaaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTnl BTOpHUYHOI ynaKkoBKH yTBepaxkAeHbl: 17.02.2025

[ Ne

| Test / [loxasaTenasn Result / PesyabTaTnl

Specification / Hopma

UV- spectrophotometry /
Y®- cnektpodoToMeTpUs

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®-CreKTpsl MOrIOLEHHUS
HCITBITYEMOTO PAcTBOPA U CTAHAAPTHOTO
pacTBOpa LETHPH3UHA TMIPOXJIOpHUIA B
obnacty ot 200 1o 400 HM IOKHBI UMETH
MaKCUMYMBbI [TOTJIOLLEHMS PYU OJHON U TOM
Ke JJTMHE BOJIHBL € JOIY CTHUMBIM
OTKJIOHEHHEM + 2 HM,

3 Dissolution / PacTBopenue

96 %

98 %; 98 %; 97 %; 97 %; 97 %,;

]"Not less than 80% (Q) of the labeled amount
of C>1HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) OT HOMUHABLHOTO COAEPIKAHUS
C1Ha5CIN-O3- 2HCI (uetuprsusa
I;mmzlpoxnopuu) yepes 30 MUH.

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykr coorBeTcTByeT Tpebopanusam HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[TonroroeneHo: ITpoeepeHo: [Ipoeepero (AOK): | Onobpeno: Obecnieuenue kauecTsa/OTBETCTBEHHOE JIULIO:
Ashish Kumar Pravesh Rana Amit Kumar \8 H\ VAN )

% /.
Date / Date / Date / Date / w
Hata: 24.04.2026 Hara: 24.04.2026 Hara: 24.04.2026 Jata: LY A

v/‘);g(-p

Registered Cffice: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india

Tel: +21 40 4900 2900, Fax: +91 40 45

00 2999, Emeail: mail@drrecdys.com

CIN: L85195AP1984PLLCO0N4507
www drreddys.com



Dr.Reddy’s ":‘

Dr. Reddy's Lahoratories Ltd
Formuiation 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
Ipoayxt: LeTpnH® TaGneTky, MOKPBITEIE MWIEHOUHOH 060.104K0MH, 10 mMr

JuneH3usa Ne

Market / PeiHOK : Russia / Poccus

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

Cepus Ne ' V26007§4 ~ Pasmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001877046 Date of Analysis / 24.04.2026
AHaauTH4eckuii oTueT Ne JaTa ananusa

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

JlaTa npousBoacTBa - I'open oo

Mfg. License No. / .

IIpousBoacTBeHHAN : MNB/05/263 MA mumber: / JITT-Ne(005456)-(PT"-RU)

Homep PY

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOIT yNnakoBKH yTBepskaensl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI yNaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

Ne

Test / IlokazaTenn

Result / PesyabTaThl

7:[ Speciﬁcation7li)m

4 Uniformity of dosage units /

[FAcceptance value (AV) should be not more

OxHOpPOAHOCTH AO3HPOBAHHBIX 6.5 {than 15.0 / TTokasaress npuemnemoct (AV)
eAMHHLL - imomkeH 6uITL He Gonee 15,0.
‘ Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJL 3aknwouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoarorosneno: IIpoBepeHo: Ipoeepeno (AOK): | OnobpeHo: Obecneuenne kauecTea/OTBETCTBEHHOE JIMLO:
Ashish Kumar Pravesh Rana Amit Kumar < SM ! V ﬁ_’\j ’
|
M | A —N
- T 0
Date / Date / Date / Date / M
JNara: 24.04.2026 Jara: 24.04.2026 | Jara: 24.04.2026 Jara: ) th ,,Q/{o
" 2

=

Registered Gffice: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL.CO04507
www drreddys.com




Dr. Reddy's Laboratories Ltd

@ iy iy
Formuiation Unit-6
? @
DI'. Reddy s q.. Vill. Khol, Nalagarh Road, Baddj,
3 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
Mpoayxr: Llerpua® TabaeTky, MOKPHITHIE IIIEHOYHOM 060104uKOH, 10 MP

Market / PriHok : Russia / Poccus

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

Cepus Ne § V2ol Pazmep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 890001877046 Date of Analysis / 24.04.2026

AnamuTHUeCKnIi oTyeT No JlaTa aHaaH3a

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

JlaTa npoH3BOACTBA Ionen o ~

Mfg. License No. /

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

Juuen3usa Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBU4HOH ynakoBKM yTBepxaenn: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yIAKOBKH yTBepakaeHbl: 17.02.2025
PL approved: / JIB yrep:xkaen: 15.05.2024

5 Impurities / Ilpumecu
Impurity A /
[pumecs A Below LOD (LOD =0.005 %) / Huxe
npenena oGuapyxerus (I10 = 0,005 %) [Not more than 0.2 % / ue 6onee 0,2 %
Impurity B/
[Ipumecs B 0.04 % Not more than 0.2 % / He 6onee 0,2 %
Impurity C / Not detected / He o6HapyxeHa Not more than 0.2 % / ne 6osee 0,2 %
[Mpumecs C
Below LOQ (LOQ = 0.003 %) / Huxe
[mpurity D / npeaena konwyecTeeHHOro onpeaenenna Not more than 0.2 % / ve Gonee 0,2 %
[Tpumecs D (IIKO = 0,003 %)
Impurity E / Not more than 0.2 % / He 6onee 0,2 %
[Tpumecs E 0.03 %
Impurity F / Not more than 0.2 % / ne 6onee 0,2 %
[Ipumecs F Not detected / He obHapyxena
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHusaM HJL 3akmovenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
TloaroroBneHo: IpoeepeHo: Iposepeno (AOK): | OnobpeHo: Obecneuenre kadecTBa/ OTBETCTBEHHOE JIMLIO:

Ashish Kumar Pravesh Rafa Amit Kumar %\ L,\‘ VA )
M r .
S| M=

Date/ Date / Date / Date/

Jara: 24.04.2026 Hara: 24.04.2026 | Hata: 24.04.2026 Hara: u /(('/O \1\,0 {)/L

Registered Cffice: §-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: L85195AP1984PLC0O04507
www . drreddys.com



Dr.Reddy’s Q':'.

Dr. Reddy's Laboratories L.td
Formuiation 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

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: LleTpuH® TabNETKH, MOKPHITHIE MNIEHOYHO obonouko#, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust N : V2601754 Pasmep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001877046 Date of Analysis / 24.04.2026
AHAJIUTHYECKHH oTyeT No JlaTa aHajiu3za

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

JlaTta npousBoacTBa Togen g0

Mfg. License No. /
IlpoussoacTBeHHast
JUUEeH3uA Ne

: MNB/05/263

MA number: /

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

Analysis performed according to ND: / Anann3 nposegen mo HJ/I: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHON YNTAKOBKH yTBepxaeHb1: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YNaKOBKH yTBepxkaeHbl: 17.02.2025

PL approved: / JIB yrBepaxnen: 15.05.2024

Any individual unidentified 0.07 %
impurity / JIro6as equHU4HAs

HeHIeHTHOHLMPOBaHHAs IPUMECH

Total impurities / 0.1 %

CyMMa npumeceii

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

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

Remarks : The Product confirms to ND/
IIpumeyanue: Ilpoaykr coorBeTcTByeT TpeboBanuam HJL

Conclusion : APPROVED /
3axmoyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IToarotosneHo: [IposepeHo: [TporepeHo (AOK):
Ashish Kumar Pravesh Rana Amit Kumar

M- A

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecneyenne kauecTa/OTBETCTBEHHOE JULIO:

LMyaM |

Date /
Jlara: 24.04.2026

Date / Date /
Jara: 24.04.2026 JHara: 24.04.2026

Date /
Jlara:

/0
(\U"Hﬁtﬂ i 0] 8

\_y,(r)A‘}._ Pl

Registered Gffice: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www direddys.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

CEPTHUO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykt: Lletpuna® TabneTky, NOKPHITHIE IEHOUHOI 06010uKOH, 10 MI

JuueHzusn No

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne P V2600754 Pa3zmep cepumn 25,00,000 Tab
Analytical Repourt No./ . 800001877046 Date of Analysis / 24.04.2026
AHanuTHYeCKHI oTueT No JlaTa aHanu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npousBoacTBa T'onxeH g0
Mfg. License No. /

MA number: /

: JITI-Ne 456)-(PT -

IIpousBoacTBeHHas MNB/05/263 Homep Ry No(005456)-(PT'-RU)

PL approved: / JIB yreepixaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen no H/I: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4HOH YNAaKOBKH yTBepxIensbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIT yNaKoBKH yTBepixaeHbl: 17.02.2025

Ne Test / [TokasaTesnn Result / PesyabTaThl Specification / Hopma
6 Water content / 329 Not more than 8.0% /
CopaepxaHue BoJbl ’ He 6onee 8,0 %
7 Microbiological purity* /
Mukpobuoaoruyeckas
yHeroTa*
a) Total aerobic microbial count / NA ;lNot more than 1000 CFU/g/
Obuiee uncno aspobHbIX He 6onee 1000 KOE/r
MUKPOOPraHH3MOB
|
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Obruee yucno He 6omnee 100 KOE/r
IPOKOKEBBIX U IUIECHEBBIX IPHOOR
c) E. coli - - NA Shall be absent in 1g/ OtrcytcTBHe B 1 T
8 Assay / KonnuecTBenHoe From 9.0 mg to 11.0 mg of
onpeeneHue C21HasCIN2O;3- 2HCI (Cetirizine
8.9 19r19g7/90}97 Mr Dihydrochloride) in tablet (90.0 % to 110.0 %
e of label claim)./ Ot 9,0 Mr mo 11,0 mMr
C21H25CIN203-2HCI (uetupusnHa

Remarks : The Product confirms to ND/
ITpumeuanne: IIpogykr coorercTByeT Tpeborannam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToarotoBneHo: IIposepeHo: ITpoeepeno (AOK): | Onobpeno: ObecnedyeHne kauecTBa/OTBETCTBEHHOE JIULIO:
Ashish Kumar Pravesh Rana Amit Kumar &h\ Y. #M )
|
Date / Date / Date / Date / N L/ .
Jata: 24.04.2026 | Jlara: 24.04.2026 | Jlata: 24.04.2026 | Jlava: ,/-,q\ { oM
g

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PL.CO04507
www drreddys.com




Dr.Reddy’s ":

Dr. Reddy's Laboratories Ltd.
Formutation 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

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Llerpuu® Tabnetku, nokpbiThle TUIEHOYHOH 060104KOH, 10 MP

auueH3us Ne

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne S VERIT Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001877046 Date of Analysis / 24.04.2026
AnajuTuyeckuii oTyet No JaTta ananuza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
Jata npou3BoAcTBa I'oxen no
Mfg. License No. /

MA number: /

: MNB 2 JITT-Ney -(PT'-

ITpousBoacTBEHHAS /05/263 Howmep PY Ne(005456)-(PT-RU)

PL approved: / JIB yrBep:kaen: 15.05.2024

Analysis performed according to ND: / Anaau3s nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBUYHOMH yNaKoBKH yrBepskaenni: 12.11.2024
Artworks of secondary package approved: / MakeTb! BTOpHYHOH yNaKOBKH yTBepxaeHbl: 17.02.2025

No Test / llokazatenn Result / PesyabTaThl

Specification / Hopma

UTHAPOXJIOPUN) B TabneTke (o1 90,0 % no
110,0 % OT HOMHHAJILHOIO COMEPKAHUS).

9 Subdivision of tablets /
Jlenenue Tabuerox

Complies / CooTBeTcTBYET

The tablets comply with the test, if not more
than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTku COOTBETCTBYIOT TpeGOBAHMAM, ECIIH
He bonee 1 enuHUYHA Macca OTKJIOHSIETCS 3
npenensl 85%-115% oT cpeaneit macchl.
TabneTku He COOTBETCTRYIOT TPEOOBAHUAM,
ecnu 6onee yeM 1 HHIMBUAYaNBHASL Macca
OTKJIOHAETCS OT 3TUX NMPEAENTOB WIH, eciiu 1
MHAMBULYAJBHAS MAcca OTKJIOHAETCA 32

| Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBaHHAM HJI

Conclusion : APPROVED /
3axiarouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToxgrorosneHo: IIposepeHo: ITposepeno (AOK): | Ogobpeno: Obecneuenne kadecTea/OTBETCTBEHHOE JIMLO:
Ashish Kumar Pravesh Rana Amit Kumar
M/ {\.,/\ Qn\V A N

i ) £
Date / Date / Date / Date / L__/kL"/
Jara: 24.04.2026 Hara: 24.04.2026 | Jara: 24.04.2026 Hara: }‘XE’/O L{ A ')/(_

— = },_) rSam =4
/

Registered Gffice: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4300 2993, Email: mail@drreddys.com
CIN: 1.85195AP19&4PLCO04507
www direddys.com




Dr.Reddy’s “':’

Dr. Reddy's Laboratories |td
Formutation 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

IpoayxT: LleTpuH® TabneTku, MOKPLIThIE UIEHOYHOH 0600uKoi, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne et Pasmep cepun 25,00,000 Tab

Analytical Repo“rt No./ . 800001877046 Date of Analysis / 24.04.2026

AHajnTHYecKHil oTueT Ne Jata anaausa

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

JlaTa npou3BoacTBa - . T'ogen no

Mfg. License No. / .

ITpou3BOACTBEHHAS : MNB/05/263 MaA number; # JITT-Ne(005456)-(PT-RU)
Homep PY

Juuensus Ne

Analysis performed according to ND: / Anaau3 nposegeH no HJ{

PL approved: / JIB yrBepxkaen: 15.05.2024

: JITI-Ne(005456)-(PT-RU)-150524

Artworks of primary package approved: / MakeTbl nepBH4HO# YNaKOBKH yTBep:aeHbl: 12.11.2024
Artworks of secondary package approved: / MakeThl BTOpHYHOIl ynakoBKHU yTBepaxaeunl: 17.02.2025

| Ne | Test/ Iokasatens Result / Pe3ynbTaThi | Specification / Hopma
Inpenenst 75%-125% ot cpeaHei Macchl.
10 Package / Onucanue ynakoskn |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. / Tlo 10 Tabnetox 8 (a carton. / ITo 10 Ta6eTox B
[IBX/TIBAX//amomynnerom 6nuctepe. [[TBX/TIBAX//amomunuesom 6muctepe. ITo 2
[To 3 6nucTepa BMECTE C JIMCTKOM- e 3 GIMCTEpa BMECTE C JMCTKOM-
BKJIAbIIIEM YNaKOBAHbI B [1aYKy BKJIAJBIIIEM YIIAKOBaHBI B [MAYKY KAPTOHHYIO.
KapTOHHYIO. l__
11 Labeling / MapkupoBka Complies / CooTBeTCTBYET [See Module 1, section 1.3.2 of registration
ldossier. / B cootBeTcTBHH ¢ pazaesiom 1.3.2
Moy s 1 perucTpalnoHHOro Aocke.
12 Storage conditions / Ycsopust  |At temperature not higher than 25 °C / Ilpu tremnepatype He Boiue 25 °C.
XpaHeHMsl -
13 [Shelf-life (storage period) / Cpok{3 years. / 3 roza.
FOMHOCTH (CPOK XpaHeHHs)

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3aknouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
TloarotorneHo: ITposepeHo: IMposepero (AOK): | Omobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE JIULIO:
Ashish Kumar Pravesh Rana Amit Kumar
b [ SHIVAM
|
Date / Date / Date / Date / / .
Jlata: 24.04.2026 Jlara: 24.04.2026 | Jara: 24.04.2026 Jara: Q( }4 A { DL

Registered Cffice: 8-2-337, Road No. 3, Banjaia Hills,

TS =

Hyderabad - 560034, Telangana, India

Tel: +21 40 4900 2900, Fax: +91 40 4500 2993, Email: mail@drreddys com

CIN; L85195AP1984PL
www direddys.c
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Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

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

Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxt: IeTprn® TabneTky, NOKPEITHIE NIEHOYHOH 06010tK0#H, 10 Mr

Market / Peinok : Russia / Poccus

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

Cepus Ne 8 V2600754 o Pasmep cepun 25,00,000 Ta6

Analytical Repo“rt No./ . 890001877046 Date of Analysis / 24.04.2026

AHaJIUTHYeCKHId oTueT Nt JaTta ananusa

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

JlaTa npon3BoacTea Togen no

Mfg. License No. /

IIpousBoacTBeHHAS : MNB/05/263 MAnamber:.] JITI-Ne(005456)-(PT-RU)
Homep PY

JHIEeH3us Ne

Analysis performed according to ND: / Ananus nposeaex nmo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBHYHOH yIaKOBKH YyTBepxkaeHbi: 12.11.2024
Artworks of secondary package approved: / Makersl BTopuuHOi#i ynakoBku yrBepkaensi: 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. / [IpoBogurcs pou3BogUTENEM NPH BLINYCKE NMEPUOTNUECKH: IS Kaxcaoit 20-o0i
cepuu unu He MeHee 1 pasa B roa. [lokasarens MoxeT ObITh He BKMo4eH B CepTuduKaT aHanusa GupMsl.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykt cootsercTByeT Tpeboranusam HJI 3axawuyesne: OTOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
INoaroToBieHo: IposepeHo: IIpoeepeno (AOK): | Opobpeno: ObecneueHune kadecTra/ OTBETCTBEHHOE JIULIO:
Ashish Kumar Pravesh Rana Amit Kumar

b&m (\f—-/\ kQ[)H’PrU/

/ o

V)
Date / Date / Date / Date / @
JHata: 24.04.2026 Hata: 24.04.2026 Hata: 24.04.2026 Hara: &—/}ﬂgf}ﬂ k"/ NA.
~ /,_e) o r‘u/ [ 2=

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

Tel: +91 40 4900 2900, Fax: +91 40 4500 2993, Email: mail@drreddys.com
CIN: L.85195AP1984PLC0O04507
www direddys com



Dr.Reddy’s Qf‘

Dr. Reddy's Laboratories Ltd
Formuiation 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

IMpoaykr: Lletpun® TabneTiky, MOKPHITEIE TNIEHOYHOH 00004KOH, 10 Mr

|Market / PeiHok : Russia/ Poccust )

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

Cepus Ne 2 V20007 Pa3smep cepuu 25,00,000 Tab

Analytical Repourt No./ . 800001877046 Date of Analysis / 24.04.2026

AHaauTHuecKHi oTueT Ne JaTa ananusa

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

JdaTta nponssoacrea B I'ogen po

Mfg. License No. / .

TIpousBoacTBenHas : MNB/05/263 il JITI-Ne(005456)-(PT-RU)
Homep PY

JuueHsus No

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeagen mo H/: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBi4HOi1 ynakoBKH yTBepKaeHbI: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpUYHOIf ynakoBKH yTBep:xkaenbl: 17.02.2025

API name / Haumenosaune ADC:

Cetirizine dihydrochloride / Letnpusuna qurnapoxnopun

INN / MHH:

Cetirizine / Lletnpusun

API manufacturer batch number /
Homep cepun npoussogutenas APC:

BT00-26001

FP Manufacturer API Batch number /
Homep cepuu cyGeTannuu npoussoauress I'JID:

FETAO00067

API Manufactured by, address & country /
HpouzBoautens AD®C, aapec H cTpaHa:

Glochem Industries Private Limited,
Survey No. 174 to 176, L.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Munactpuec [pafisut Jlumuren,
Vuactku Ne 174-176, 1.J1.A., Bonnapam, Canrapenau
Juctpukr - 502 325, Xaiinapaban, mrat Tenanrana, Muaus

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

HaumeHoBaHue, agpec, JHLEH3NA A5
IIpousBoacTBeHHan miowanka / [lnomanka KOHTpoas
kavectBa / [lnowagka BpINycKa

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 Pennu’ ¢ JTaboparopuc JIta.,
IpousBoacTBEeHHOE Nofapasaenenue-6, Bumn. Kxons, Hanarapx
Poyn, bannu, Quctpukt Conan, X.I1., 173205, Uunus
(JInuenszus 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 /
IIpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusam HIT 3axawuenune: QJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TToarorosnexo: ITpoBepeHo: ITposepero (AOK): | OnpobpeHo: Obecneuenne kayecTBa/OTBETCTBEHHOE JIULO:
Ashish Kumar Pravesh Rana Amit Kumar
Raw ) /\./\/ SHIVAM)
. /N
Date / | Date / Date / Date / @/LW
Hara: 24.04.2026 Hara: 24.04.2026 | Jata: 24.04.2026 Hara: V =) \7‘, ’)//
R <= 9

g

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 25900, Fax: +91 40 4300 2999, Email: mail@drreddys com
CiN: L85195AP1984PLCO04507
www.direddys.com




Dr. Reddy's Laboratories Ltd

@ Formuiation Unit-6
DI‘. REddy,s “.. 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 AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lerpua® TabaeTku, NOKPLITHIE MIEHOUHOH 060s104KoH, 10 Mr

Market / PoiHok : Russia/ Poccus

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

Cepus Ne § W27 Pa3mep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001877046 Date of Analysis / 24.04.2026

AHajuTHYeCKHi oTueT No JlaTa ananusa

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

JlaTa npon3soacTBa TI'open go

Mfg. License No. / .

TIpou3BoACTBeHHAs : MNB/05/263 A ity | JITI-Ne(005456)-(PT-RU)
Homep PY

JIHIeH3Hs Ne

Analysis performed according to ND: / Ananus nposeaen no HJ/L: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl IepBHYHOI YNAaKOBKH yTBepiaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI1 YNaKOBKH yTBep:kAeHbI: 17.02.2025
PL approved: / JIB yrBepakaen: 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». /

3akauenre 0 cooTBeTcTBUM: «HacTosmmm st MOATBEpX a0, 4TO NMPHUBEAEHHAS Bbille HHpOpMALUs ABJIAETCE HOCTOBEPHON U
TOYHOM. DTa cepusi MPOAYKLMH Npou3BeneHa (BKIIOYAas YNakoBKY (MapKMpPOBKY) H KOHTPOJIb KauecTBa) Ha BbIIIEYKa3aHHOM
NPOU3BOACTBEHHON MUIoInanke (TUIOaAKax) B MOJHOM COOTBETCTBHH C TpebGoBaHusAME IIpaBun Hamiexaluell npou3BOACTBEHHOMH
npaktiki EBpasuiickoro skoHoMuueckoro coroza (Ne GMP/EAEU/RU/02329-2025 ot 19 centsibpa 2025 r.) n TpeGoBaHUIMH
KOHTPOJIs KAYECTBA JIEKAPCTBEHHBIX CPEICTB, a TAKXKe B COOTBETCTBHH CO CrielM(UKaLHIMU, COAEPIKALIUMUCS B PErHCTPALHOHHOM
JIOChE CTPaHbI-UMIOPTEpa. 3aluCH [0 MPOU3BOACTBY, YMAKOBKE W aHaNW3y IPOBEPEHB!, U YCTAHOBIEHO WX COOTBETCTBUE
Tpe6GoBanmsm [IpaBun HamtexateH MPOU3BOACTBEHHOM MPakTUKK EBPazuiicKoro 3KOHOMHUYECKOIO COr3ax.

Remarks : The Product confirms to ND/
I pumeyanue: IIpoayKT COOTBETCTBYET TpE

Gosanusam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by /
TloarorosneHo: IlposepeHo:
Ashish Kumar Pravesh Rana

L

Checked by (AQA) /
[Mpoeepeno (AOK):
Amit Kumar

IS

(—A
/

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

~Qh|V ad/

Date/ Date /

Date /

Hata: 24.04.2026 Jlara: 24.04.2026

Hara: 24.04.2026

Date /
JlaTa:

/)
U

J
—)
7T

ol e ke

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tefangana, Iidia

Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Ernail: mail@drreddys.com
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