Dr.Reddy’s Q‘:‘.

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

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Ipoaykr: Lerpun® TabneTku, MOKPBIThI

Product: Cetrine® film coated tablets, 10 mg

€ TIeHoYHoM 06os10uKoi, 10 mMr

Market / PbiHOK : Russia / Poccus

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

Cepusa Ne ¥ VlgUouel Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001879520 Date of Analysis / 25.04.2026

AHaguTHYecKHil oTyeT Ne JlaTa aHanu3za

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

JlaTa npou3BoacTBA I'ogex go

Mifg. License No. / .

MpousBoacTaennan . MNB/05/263 P oot f JIN-Ne(005456)-(PT-RU)
Homep PY

aHueH3ust Ne

Analysis performed according to ND: /

Amnaans nposeaerd no HJI: JITI-Ne(005456)-(PI'-RU)-150524

Artworks of primary package approved: / MakeTsl NepBHUYHOH ynaKkoBkH yTBepxkaensl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YNTAKOBKH yTBep:aAeHbI: 17.02.2025
PL approved: / JIB yreep:xaen: 15.05.2024

}Ng Test / ITokasaTennb Result / PesynbTaThl | Specification / Hopma
[1 Description / Onucanue White coloured, round, biconvex film | White or off-white coloured, round, biconvex
! coated tablets with a break line on one | film coated tablets with a break line on one
| side. White core on cross section. /|side. White to off-white core on cross section.
i Kpyriele nBosikOBeIMyKJibie TabneTkw, |/ Kpyraele ABOAKOBBINYKJBIE TaGNETKH,
1 ‘ NOKPBITEIE  [UICHOUHOH  000JIOUKO# | NOKpBITEIE TIEHOYHOM 06050ukoit Genoro
} t Oenoro 1BeTa, C PUCKOI HAa OXHOM | WIM NOYTH GEoro uBeTa, ¢ PUCKO Ha OHOM
\ ‘ cropone. Ha momepeuHom pa3pese —|cTopoHe. Ha momepeyHoM paspese aapo oT
‘, | fiapo Genoro usera. Genoro no moutu 6eforo useTa. |

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

I pumeyanue: ITpoaykt coorBercTByeT TpebGoBaHusaM HJL 3akmodenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /

[ToxroroeneHo: Ilpoeepero: Rama | Ilposepeno (AOK): Onoﬁpeno Obecneuenne, a‘{CCTBa/OTBETCTBCHHOC JIMLO:

Pravesh Rana Kant Amit Kumar XV“d

S e
Date / Date / Date / Date/ '
Hara: 25.04.2026 Jara: 25.04.2026 Hara: 25.04.2026 Jlata: ’2::’ i L" i M%

Registered Cffice: 8-2-

337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +21 40 4900 2900, Fax: +91 40 4500 2999, Emzil: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Iponaykt: LleTpur® TabneTku, NOKphIThIE MIIEHOYHOH obosoukoi, 10 Mr

Market / PbiHOK

: Russia / Poccus

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

Cepus Ne # V2600861 Pazmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001879520 Date of Analysis / 25.04.2026

AHanuTH4eckHnii oTuer Ne Jara ananuza

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

JlaTa npou3BOACTBA I'ogen no

Mfg. License No. / .

Mpouzpoacraenan : MNB/05/263 Ma mumbiee; ¢ JIT-Ne(005456)-(PT-RU)
Homep PY

anuen3ns Ne

Analysis performed according to ND: / Anasan3 nposeaen no H/L: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHOii yNaKoBKH yTBep:kaeHb:: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUHOI1 YNaKOBKH yTBep:kaeHbl: 17.02.2025
PL approved: / JIB yreepaxkaen: 15.05.2024

Cetirizine Hydrochloride reference
standard solution. / Bpems yaep>xuBaHus
OCHOBHOTI'O MMHKa Ha XpoMaTorpaMMe
HCTILITYEMOTO pacTBOpa COOTBETCTBYET
BPEMEHU yIep)KUBaHHS OCHOBHOIO MUKa
Ha XpOMaTorpamMMe CTaHJapTHOro
pacTBOpa LETHPU3UHA THIPOXIOPHIA.

Ne Test / [TokxazaTenn Result / Pe3yabTaTsl Specification / Hopma
2 Identification / The retention time of the main peak in o . )
Waentuduxanus the chromatogram of test solution The retention time of the main peak in the
complies with the retention time of the Chromatogram of test solution should comply
HPLC / BOXX main peak in the chromatogram of with the retention time of the main peak in the

chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

Bpems yaep)KuBaHysi OCHOBHOT'O TIMKa Ha
XPOMAaTOrpaMMe UCILITYEMOrO pacTBOpa
JIOMHKHO COOTBETCTBOBATH BPEMEHU
yAepKHBaAHHMSA OCHOBHOTO MHKA Ha
XpoMaTorpamMe CTaHAapTHOTO pacTBOpa
LIETHPU3MHA TMAPOXJIOpHAa (pa3aen
«KoiuuecTBEHHOE OMpPENENeHUEY).

Remarks : The Product confirms to ND/

ITpumeuanne: [IpoaykT coorsercrByeT TpeboBaHusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Checked by /
IIposepeHo: Rama
Kant

o

Prepared by /
IloaroToBneHo:
Pravesh Rana

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

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

3
/b‘ﬁ

Date/
Jata: 25.04.2026

Date /
Jara: 25.04.2026

ol
—
Date /

Jara: 25.04.2026

Date / 1 ‘};)/qu?/o%

Jlara:

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykr: LleTpuH® TabaeTku, MOKPHITHIE NIEHOUHO 06010uKOM, 10 MP

Market / PoiHok : Russia / Poccus
Batch No./ . Batch Quantity / 25,00,000 tab /
Cepusa Ne £ V2000591 Pasmep cepuu 25,00,000 Tab
Analytical Repoyrt No./ . 890001879520 Date of Analysis / 25.04.2026
AHaJIMTHYECKH I oTueT N2 JlaTa ananusa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBA I'open ao
Mfg. License No. /

MA number: /

: JITT-Ne -(PT'-

IIpoussoacTBeHHAR MNB/05/263 Homep PY (005456)-(PT'-RU)

Juuen3us Ne

Analysis performed according to ND: / Anaaus nposeagen no HJ/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MaxeTbl nepsu4H0ii ynakoBkH yTeepkaeHns:: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpu4HO#i ynakoBku yreep:kaenni: 17.02.2025

PL approved: / JIB yrBep:xaen: 15.05.2024

Ne | Test/Iokasarens Result / PesyasTaTsl

Specification / Hopma

[UV- spectrophotometry /
Y®- cnextpodoTomeTpus

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®-cnekTphl oraomeHus
MCIBLITYEMOTO PACTBOPA U CTAHAAPTHOrO
pacTBOpa LIeTHpU3UHA MMIAPOXJIOpHIA B
o6stactu ot 200 1o 400 HM JIOJIXKHBI UMETh
MaKCUMYMBbI TTOTJIOIEHHS TIPU OOHOM U TOM
e JJIMHE BOJHEL C JOMYCTHMBIM
OTKJIOHEHHUEM + 2 HM.

3 Dissolution / PacTBOpeHue

98 %

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

Not less than 80% (Q) of the labeled amount
of C21HasCIN-O3: 2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMUHANEHOTO CONlEPXKAHUA
C»1HasCIN>O3- 2HCI (uetnpuzuna
Urkapoxsopua) yepes 30 MUH.

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT cooTBeTcTBYET TpebGoBanusM HIT

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[Moarorosneno: IposepeHo: Rama | [TpoeepeHo (AOK):
Pravesh Rana Kant Amit Kumar

@w M /\,/\/

Approved by: Quality Assurance/Authorized person /
Opobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIUIIO:

\

oM

Date /
Jata: 25.04.2026

Date / Date /
Hara: 25.04.2026 Iata: 25.04.2026

Date /
Jlara:

21494 - 2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1.CO04507
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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: Letpun® TabneTku, NOKPBIThIE MIEHOUHOH 0600uKoH, 10 Mr

Market / PbiHOK : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepnsi Ne d Y260usel Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001879520 Date of Analysis / 25.04.2026
AHanuTHYecKni oTyeT No JlaTta aHaanza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JaTa npou3BoacTBa Topen go
Mfg. License No. / MA number: /

: MNB ) -No -(PI'-
IIpousBoacTBeHHas /05/263 Homep PY JITI-Ne(005456)-(PT-RU)

NHUeH3usa No

Analysis performed according to ND: / Ananus nposeaen no HJ/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHOlN yNaKoOBKH yTBepaxkaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUYHO#H ynakoBKH yTBepaaeHbl: 17.02.2025

PL approved: / JIB yreepxaen: 15.05.2024

No Test / [ToxazaTean Result / PesyabTaThl Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOpPOAHOCTEH JO3UPOBAHHLIX 6.1 than 15.0 / TTokazaTtens npuemaemoctn (AV)
eXHHHIL nomxeH 6bITh He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeyanne: Ipoaykr coorBeTcTBYET TpeboBanusam HJI 3akuouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToaroroeneHo: ITposepeno: Rama | IIpoeepeno (AOK): | Onobpeno: ObecnieueHye kauectsa/OTBETCTBEHHOE ULIO:
Pravesh Rana Kant Amit Kumar
N
o /\
Date/ Date / Date / Date /
—Y } 0
Jata: 25.04.2026 Jara: 25.04.2026 JHara: 25.04.2026 Jlara: (L? L’ ?/<

Registered Cffice: 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: L85195AP1984PLC004507
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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Llerpun® Tabnerku, NOKPeITHIE IJIEHOUHOH 060s0ukoi, 10 Mr

JauueHsus Ne

Market / PbiHOK : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne ¢ NEROISG1 Pasmep cepumu 25,00,000 Ta6
Analytical Repovrt No./ . 890001879520 Date of Analysis / 25.04.2026
AHaguTHYECKHI oTUeT Nt Jara ananuza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npon3BOACTBA Tonen go
Mfg. License No. /
. MA number: /
Ipou3BoacTBEHHAS : MNB/05/263 Howmep PY JITI-Ne(005456)-(PT"-RU)

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposeaen no H/L: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HOM YyNakoBkH yTBepaxaeHs1: 12.11.2024
Artworks of secondary package approved: / Makerb! BTOpUYHO#i YNAKOBKH yrBepx/aenst: 17.02.2025

5 Impurities / Ilpumecn
Impurity A /
[Ipumecs A

Impurity B /

[Ipumecs B 0.05 %

Impurity C/
IIpumecs C

Impurity D /

Below LOD (LOD =0.005 %) / Huwxe
npeznena obHapyxenus (ITO = 0,005 %) Not more than 0.2 % / ne Gonee 0,2 %

Not detected / He obnapysxeHa

Below LOQ (LOQ = 0.003 %) / Hixe
npejena KoauMdecTBeHHoro onpeaenerusaNot more than 0.2 % / e 6onee 0,2 %

[Tpumecs D (ITKO = 0,003 %)
[mpurity E /

[Ipumecs E 0.03 %
Impurity F /

[Tpumecs F

Below LOD (LOD =0.015 %) / Huxe
npeaena obHapyxenus (I10 = 0,015 %)

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

INot more than 0.2 % / "e 6onee 0,2 %

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

Not more than 0.2 % / He Gosnee 0,2 %

Remarks : The Product confirms to ND/
IMpumeyanne: Ilponykt cooTBeTcTBYeT TpeboBanmsam HL

Conclusion : APPROVED /
3akaoyenune: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMonroroBnexo: [Mporepeno: Rama | IIpoepeno (AOK): | Omobpeno: OGecniedenure kauecTBa/OTBETCTBEHHOE JTHLIO:
Pravesh Rana Kant U.& Amit Kumar -
—A
W A=
Date / Date / Date / Date /
Jata: 25.04.2026 Jara: 25.04.2026 Jlata: 25.04.2026 Jara: ):‘ ’-Q“ 3 M ‘)/6

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +91 40 4900 2300, Fax: +91 40 4500 23999, Emzil: mail@drreddys.com
CIN: L85195AP1984P1.CO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@ e
) @@ Formuiation Unit-6
Dr.Red dy S q ) 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
IpoayxkT: Lletpun® TabnerkH, MOKPHIThIE MIEHOYHOH 0060104KOH, 10 M

Market / PoiHoK : Russia / Poccus

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

Cepus Ne % V2600861 Pa3zmep cepun © 25,00,000 Tab

Analytical Repourt No./ . 890001879520 Date of Analysis / 25.04.2026

AHaJIMTHYECKH oTUeT Ne JlaTa aHanu3a

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

JlaTa npoussoacrsa Togen xo

Mfg. License No. / .

TpoussoacTBenHas : MNB/05/263 P LR JITT-Ne(005456)-(PT-RU)
Homep PY

JnueH3ns Ne

Analysis performed according to ND: / Anann3 nposeaen nmo H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTnl nepBu4uHOii ynakoBKH yTBepxaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI yNaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

Any individual unidentified Not more than 0.2 % /
impurity / Jlro6as eqMHUYHAs 0.06 % He 6onee 0,2 %
HEUIEHTHHULNPOBAHHAS IPUMECEH

Total impurities / Not more than 2.0% /

|Cymma nmpumeceii 0.1 % He 6onee 2,0%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ipoaykt coorsercTBYeT TpeboBaHuam HJL 3aknouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ITonroroneHo: Ipoeepeno: Rama | INposepeno (AOK): | Onobpetno: OGecneuenue kauecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana . Kant Amit Kumar

@ il :
~ | =

Date / Date / Date / Date / : _
Jlata: 25.04.2026 | Jlara: 25.04.2026 | [lava: 25.042026 | flara:  2x—0Yr wLb

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +21 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":'.

Dr. Reddy's Laboratories |td.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
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

Hpoaykr: LleTpuH® TabneTku, MOKPBIThIE TUIEHOUHOI 060104k, 10 Mrr

Market / Poinok : Russia / Poceust

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

Cepus Ne i V2eli56l Pasmep cepun 25,00,000 Tab

Analytical Reponrt No./ . 890001879520 Date of Analysis / 25.04.2026

AHanuTHYecKnii oTueT Ne JlaTa ananu3za

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

JaTa npon3BoACTBA TI'open go

Mfg. License No. / .

ITpousBoacTBEHHAS : MNB/05/263 sl JITI-Ne(005456)-(PT-RU)
Homep PY

JHIeH3Hs Ne

Analysis performed according to ND: / Ananu3s nposexen mo HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOMH yaKoBKY yTBepxaeHbl: 12.11.2024

Artworks of secondary package approved: / MakeTsl BTOpPHYHO!H YyNaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yrBep:xkaen: 15.05.2024

| No Test / [loka3zaTenn Result / PesyabraThl Specification / Hopma
6 [Water content / 339 Not more than 8.0% /
!,Conep)lcalme BO/BI il He Gonee 8,0 %
7 [Microbiological purity* /
MukpobuoJsiornyeckas
yHcTOTa®
'a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
lO61mee umcno a3poGHBIX He 6onee 1000 KOE/r
MHKpPOOPTraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
: mould count / O6uiee uucio |He 6onee 100 KOE/r
’ \IPOXOKEBBIX M MJIECHEBLIX IPHUOOB
i ) E. coli NA |Shall be absent in 1g/ OrcyrctBue B 1 1
8 Assay / KonuuyecTBennoe From 9.0 mg to 11.0 mg of
} ompeaesieHue C21H2sCIN>O3- 2HCI (Cetirizine
| . Dihydrochloride) in tablet (90.0 % to 110.0 % |
| e ioflabel claim). / Ot 9,0 mr o 11,0 mr -
i {C21H25CIN203: 2HCI (ueTnpusHHa
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmevanue: IlpoaykT cootseTcTBYET TpebGoBaHuam HJT 3aknwouenune; OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToAroToBNEHO: INpoBepeno: Rama | IIposepeHo (AOK): | Opobperno: Obecneyenue kauectsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Kant Amit Kumar
N
B> N Lo
L -
Date / Date / Date / Date /
Jara: 25.04.2026 Jara: 25.04.2026 JHata: 25.04.2026 Jlara: ‘L‘:F('OL’ ‘—M?/é

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: Lerpua® TabaeTku, MOKPLITHIE MIEHOYHOH 060M04KOM, 10 MT

Market / Poivok : Russia / Poccust

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

Cepus No e s Pasmep cepun 25.00,000 a6

Analytical Repo“rt No./ . 890001879520 Date of Analysis / 25.04.2026

AnanuTHyecknii oruer Ne JlaTa aHanu3a

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

JaTa npou3BoACTBA Topen 1o

Mfg. License No. / .

TpoussoacTeenuas . MNB/05/263 pLA B b JI-No(005456)-~(PT-RU)
Howmep PY

sgnueH3us Ne

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaex nmo H/I: JIII-N‘_'(005456)-(PF-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHO# YNaKOBKH yTBepxKaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YNaKOBKH yTBepxaeHbl: 17.02.2025

Ne Test / IloxkazaTennb

Result / PesyabTaTthl

Specification / Hopma

muruapoxiopua) B rabnetke (ot 90,0 % no
110,0 % OT HOMUHANILHOTO COIEPIKAHNS).

9 Subdivision of tablets /
Jlesienne TabneToK

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. /
TabneTky COOTBETCTBYIOT TPEOOBAHUSM, €CITH
He Gonee 1 equHUYHAsS Macca OTKIOHAETCS 3a
npeaensl 85%-115% or cpenxeii maccsl.
TabneTkn He COOTBETCTBYIOT TPeOGOBAHUSM,
ecny Gosiee ueM 1 HHAMBUAYaNbHAS Macca
OTKJIOHAETCS OT 3TUX MPEJEIIOB WK, eciu 1

WUHIAWBHOYaJlbHAs Macca OTKJIOHACTCA 3a

Remarks : The Product confirms to ND/

IIpumeuanue: ITponykr cooTeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenne: OJOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonroroBnexo: [MpoeepeHo: Rama | IIpoeepeno (AOK): | Omobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE JIHLIO:
Pravesh Rana Kant Amit Kumar
& “
o B
-
Date / Date / Date / Date /
Jara: 25.04.2026 Hara: 25.04.2026 Hara: 25.04.2026 Hara: ?':Pho q »M M

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emzil: 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

CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTpuH® TabneTkH, MOKPHIThIE MJIEHOYHOH 06ostoukoit, 10 Mr

Market / PuiHox

: Russia / Poccus

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

Cepus Ne § W2ollhEol Pa3mep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001879520 Date of Analysis / 25.04.2026

AHanuTH4yeckHii oTyeT Ne JaTa ananusa

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

JlaTa npou3BoacTBa T'open no

Mfg. License No. / .

L ——— : MNB/05/263 VA mumbiees / JIT-No(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according to ND: / Ananns nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! NepBH4YHOI1 yTaKOBKH YTBepxKaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yaKoBKH YTBep:kaeHbl: 17.02.2025
PL approved: / JIB yrBepikaen: 15.05.2024

Ne Test / ITokasaTesn Result / PesynbTaTh! Specification / Hopma

npenensl 75%-125% ot cpenueii Macchl.

) l
10 Package / Onucanne ynaxopku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2

blister. 3 blisters and patient information
leaflet in a carton. / TTo 10 Tabnetok B
[IBX/TIBJIX//anroMuHHeBOM GIHCcTEpE.
[To 3 Gmucrepa BMECTE C JIMCTKOM-
BKJIABIIIEM YITAKOBAHBI B MAUKy

KAPTOHHYIO.

or 3 blisters and patient information leaflet in
a carton. / [To 10 Tabnerox B
[MBX/TIBJIX//antoMuHueBom Onuctepe. Io 2
unu 3 6nucTepa BMECTe € JIMCTKOM-
BK/IaJbILIEM YIIAaKOBAHBI B MAUKY KAPTOHHYIO.

11 Labeling / MapkupoBka

Complies / CooTseTcTBYyeT

See Module 1, section 1.3.2 of registration
dossier. / B cootBercTBuu ¢ pazaenom 1.3.2
MonyJist 1 perucTpaudoHHOro Jocke.

12

XpaHeHHs

Storage conditions / YcioBus

At temperature not higher than 25 °C / Ilpu Temniepatype He Bbitue 25 °C.

13 Shelf-life (storage period) / Cpox
roaHoCTH (CPOK XpaHeHis)

3 years. / 3 rona.

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilponykt cooTBeTcTBYET TpeboBaHusiM HJI

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

Prepared by /
ITogrotomJeHo:
Pravesh Rana

Checked by /
ITpoeepeHo: Rama
Kant

B

Checked by (AQA) /
TIpoeepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnieuenue kadectBa/OTBETCTBEHHOE JTULIO:

2

!

Date /
Jara: 25.04.2026

Date /
Jlara: 25.04.2026

Date /
Jara: 25.04.2026

Date/
JlaTa:

23042014

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

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com



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

@
Dr.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
CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykt: LleTpuH® TabneTkH, MOKPHITHIE MJIEHOYHOH 0600uKoH, 10 MI

Market / PoiHok : Russia/ Poccus

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

Cepust Ne t VZslhsel Pa3mep cepun © 25,00,000 Tab

Analytical Repourt No./ . 890001879520 Date of Analysis / . 25.04.2026

AHanuTHueckuii oryeT Ne JlaTa aHanusza

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

JlaTta nponssoacTBa T'onen no

Mfg. License No. /

TIpou3BoACTBEHHAS : MNB/05/263 o : JII-Ne(005456)-(PT-RU)
Homep PY

JIMLeH3uA Ne

Analysis performed according to ND: / Ananus nposegen no H/: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHON YNIAKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / Makersl BTOPU4HO} yNnaKoBKH yTBepkaeHbl: 17.02.2025
PL approved: / JIB yreep:xxaen: 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 MPU BBIMTYCKE MEPHOANYECKHU: AN Kaxaoi 20-oi
cepuH WM He MeHee 1 pasa B roa. [Tokasarens MosxeT ObiTh He BKIIO4YeH B Ceprrdukat aHanM3a QUpMBL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: IpoaykT cooTBeTCTBYET TpeboBaHusam HJI 3akmoyenue: OIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[TonrororneHo: INposepeno: Rama | Iposepeno (AOK): | Omo6peno: Obecneuenue kauectsa/OTBETCTBEHHOE JIHLO:
Pravesh Rana Kant Amit Kumar
0y :

@w\/ /\"i\, | /\f.,?
Date / Date / Date / Date /
Jara: 25.04.2026 Jarta: 25.04.2026 JHara: 25.04.2026 Jara: ‘7::\’4\" Pw?/é

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emeail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



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

Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: Lletpuu® tabnerTky, NOKphiThie MIEHOUHOH 0bonouKoii, 10 mr

Market / PoiHok : Russia / Poccusa

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

Cepnst Ne ¥ V20841 Pasmep cepuu 25,00,000 Ta6

Analytical Repourt No./ . 890001879520 Date of Analysis / 25.04.2026

AHaguTHYeCKHiT oTyeT N JlaTa aHanu3a

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

Jarta npon3soacrsa Tonen g0

Mifg. License No. / .

Nponssoncraensas : MNB/05/263 A numbes { JIT1-Ne(005456)-(PT-RU)
Homep PY

Jauuensus Ne

Analysis performed according to ND: / Ananun3s nposeaen no H/I: JIN-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHO/ YNaKOBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOIH YNAKOBKH yTBepxaeHsl: 17.02.2025
PL approved: / JIB yreepaaen: 15.05.2024

API name / Haumenosanue ADC:

INN / MHH:

API manufacturer batch number /

Howmep cepun nponssoantens A®C:

FP Manufacturer API Batch number /

Homep cepun cydcranunn nponszsoautens [JID:
API Manufactured by, address & country /
IIpoussoaurens A®C, aapec i cTpaHa:

Cetirizine dihydrochloride / Lletupusuna auruapoxnopun
Cetirizine / Lletupusux

BT00-25090, BT00-26001

FETAO00033,FETA00067

Glochem Industries Private Limited,
Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Mupactpuec Ipaitsur Jiumuren,

Vuacrku Ne 174-176, U J1.A., Bonnapam, Canrapeanu
Jucrpuxr - 502 325, Xaiinapadan, wrar Tenaurana, Maans
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 Penau'c Jlaboparopuc Jitx.,
[IpousBoacTeenRoE noapasaenenue-6, Bunn. Kxons, Hanarapx
Poyn, bannu, Quctpukr Conan, X.I1., 173205, Unaus
(JInuensus Noe 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 /

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

HaumenoBanue, agpec, IHUCH3HS 405
Ipoussoacreennas naomwaaxa / Ilnomaaxa xourpoas
kavecrsa / [lnomanka seimycka

IMpumeuanue: [ponykr coorsercreyet Tpedosanmam HJL

3axmouyenune: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
INoaroTtorneHo: Iposepero: Rama | [TpoeepeHo (AOK): | OnobpeHo: Obecneuenme kayecrsa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana Kant Amit Kumar
A}
Wity -

Date /
Jlara: 25.04.2026

Date /
Jlarta: 25.04.2026

Date /
Jara: 25.04.2026

Date /
Jlara:

23—y -02b

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0A507
www.drreddys.com




Qe Dr. Reddy's Laboratories Ltd.
b/ °® Formuiation Unit-6
Dr.Red dy S ‘ ® Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.F., 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: Lletpun® tabneTku, NOKpbIThIE MuieHOuHOI 060a04K0#H, 10 Mr

Market / PoiHok : Russia/ Poccus

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

Cepus Ne A Nagiusal Pasmep cepuu ©25,00,000 Ta6

Analytical Repo“rt No./ . 890001879520 Date of Analysis / . 25.04.2026

AHaauTHYeCKHIl oT4eT No JlaTa anaau3a

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

JlaTra npou3sBoacTBa I'oaen ao

Mfg. License No. / .

IIpousroacTBeHHas : MNB/05/263 e cand ¢ JIII-Ne(005456)-(PT-RU)
Homep PY

JuneHsus Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'™-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YNAaKOBKH yTBepskaenbl: 12.11.2024
Artworks of secondary package approved: / MakeThl BTOPHYHOH YNIAKOBKH yTBepxkAeHbl: 17.02.2025
PL approved: / JIB yreepaaen: 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». /

3akaouenue 0 cooTBeTcTBHN: «HacTosmMM A noaTBepk A0, YTO NPHUBEACHHAS Bbilie HHAOPMALMA ABASETCA JIOCTOBEPHON H
TOYHOH, DTa cepus MPOAYKUMH NpouspencHa (BKIOUas YNakoBKY (MapKMpOBKY) M KOHTPO/b Ka4yecTBa) Ha BbilEyKa3aHHOH
NPOH3BOACTBEHHOM Nuowanke (MIOWAAKax) B MOTHOM COOTBETCTBUH ¢ Tpebosanuamu [Npasun naanexaulei nponM3BoACTBEHHOM
npaktuku Espazuiickoro sxoHomudeckoro cotosa (Ne GMP/EAEU/RU/02329-2025 ot 19 cenradpa 2025 r.) u tpeGopaHHAMK
KOHTPOJIA KAYECTRA JIEKAPCTBEHHBIX CPEACTB, & TAKKE B COOTBETCTBHH CO CHELM(HKALMAME, COAEPKALIMMHCS B PErHCTPALIHOHHOM
A0ChE CTPaHbI-UMMOPTEPd. 3aliHCH 10 NPOH3BOACTBY, YNAKOBKE W aHAIW3Yy MNPOBEPEHbl, H YCTAHOBJIEHO MX COOTBETCTBHE
TpeGoeannam [pasun Haanekaiieil npoH3BOACTBEHHOM NPakTHKY EBPasHIiCKOro 3KOHOMHYECKOTO COK03a».

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

Npumeuanue: [Tponykr cooreercrayer Tpedosannam HJL 3akaiouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoaroroeneHo: IMposepero: Rama | [Mpoeepeno (AOK): | Onobpeno: Obecneuenue kauectsa/OTBeTCTBEHHOE JTHLO!
Pravesh Rana Kant Amit Kumar

il

Date / Date / Date / Date /
Jara: 25.04.2026 JlaTa: 25.04.2026 Jlara: 25.04.2026 Jara: ?/:[f*() u « U0 9/6

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500C34, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



