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

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LleTpnH® TabneTky, MOKPHIThIE NIEHOYHOH 06osoukoi, 10 Mr

Market / PrIHOK : Russia/ Poccusa

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

Cepun Ne : V2600752 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001876675 Date of Analysis / 11.04.2026

AHaauTHYecKHH oTueT No Jlara ananusa

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

JaTa npon3zsoacTBa T'ogen no

Mfg. License No. / .

IIpousBoacTBEHHAR : MNB/05/263 i JITT-Ne(005456)-(PI'-RU)
Homep PY

JnueHsna Ne

Analysis performed according to ND: / Anaaus nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTs! nepBHYHOIi yNaKOBKH yTBepskaeHbl: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi ynakoBkM yTBep:kAeHbl: 17.02.2025
PL approved: / JIB yrBepxkaen: 15.05.2024

| Ne

Test / Iloka3zaTenn

‘Result / Pe3yJ;T_aTbl

Specification / Hopma |

1 Description / Onucaune

White coloured, round, biconvex film
coated tablets with a break line on one
Jside. White core on cross section. /
Kpyrnele nBOAKOBBIMYKNble TabneTky,
[OKPBITHIE  TUIEHOUHOH  060JI0UKOi
Oenmoro uBeTa, ¢ pPHCKOM Ha onHOM
cropoHe. Ha mnonepeuHoM 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.
/ Kpyrisle HBOSIKOBBLINYKJBIE TabJIETKH,
MOKPBITEIE TUIEHOYHOH o6oJioukoit Genoro
WY NouTH 6esloro LiBeTa, C pUCKO# HA OAHOM
ctopode. Ha monepednom paspese sapo or

|
!
r
|

sapo Oenoro LBeTa.

6enoro a0 noyTH 6e5oro LBeETa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IlpoaykT cooTBeTcTBYET TpebOBaHUsmM HJT 3axkniouenne; OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarorosneHo: IpoeepeHo: Rama | Ilpoeepero (AOK): | OnobpeHo: O6ecnedenune kauectsa/OTBETCTBEHHOE JTULIO:
Ashish Kumar kant Ajay Kumar w W_ﬁ
Srivastava [/lj U ;
i \
— sy
Date / Date / Date / Date / ( M Mﬂ
Jarta: 11.04.2026 Jara: 11.04.2026 Jara: 11.04.2026 JlaTa: - ')/Q

1) Y
AT

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



®e Dr. Reddy's Laboratories Ltd.
’ ® Formulation 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
CEPTUPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: LHetprH® TabaeTKH, NOKPLITEIE MIEHO4HOH obonoukoit, 10 mr

Market / PeiHok : Russia / Poccust

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

Cepus Ne N v2elsa Pasmep cepun ©25,00,000 Tab

Analytical Repo:‘t No./ . 890001876675 Date of Analysis / 11.04.2026

AHaJMTHYECKHUI oTyeT Ne Jara ananuza

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

Jata npon3BoAcTBa T'open go

Mfg. License No. / .

IpouseoscTaenuan . MNBJ/05/263 B mumbers) . JITI-Ne(005456)-(PT-RU)
Homep PY

auuen3us Ne

Analysis performed according to ND: / Auanns nposegen no H/L: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl mepBHYHOIi yTAKOBKH yTBepKaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeThsl BTOPHYHOH YyNAKOBKH YTBepxAeHbl: 17.02.2025
PL approved: / JIB yrep:xkaen: 15.05.2024

| Ne _: Test / [lokasaTenn Result / PesyabTaThl 1 Specification / Hopma o
2 Identification / The retention time of the main peak in o ) ]
UnenTndurauns 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 / B9XKX main peak in the chromatogram of with the retention tlmg .of the main peak.m the
Cetirizine Hydrochloride reference chromatogram of Cetm;me Hyd.rochlorldc [
standard solution. / Bpems yepxuBanns reference standard solution (section "Assay").
OCHOBHOT'O MIMKa Ha XpPOMaTOrpaMme
WCIIBITYEMOrO PacTBOPa COOTBETCTBYET
BPEMEHH YIEP)KHBAHHMS OCHOBHOTO MHKA
Ha XpOMaTorpaMMe CTaHAAPTHOTO
pacTBOpa LETUPH3HHA MTHAPOXJIOPKIA.

Bpemst ynepxuBaHHs OCHOBHOrO NMHKa Ha
XpOMaTOrpamMMe HCIBITYEMOr0 pacTBopa
IOJDKHO COOTBETCTBOBAThH BPEMEHH
yIoepKUBaHUS OCHOBHOTO MMHKa Ha
XpoMaTorpaMmme CTaHIapTHOTO PacTBOpa
l[.leTl/Ipl/BI/lHa ruapoxiopuaa (pasaen
{«KonnuecTBeHHOE OTpeAeICHUEY).

l

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

Ipumeuanue: [Ipoaykt cooTrercTByeT Tpebosanmsam HJT 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: Iposepeno: Rama | TIpoeepeno (AOK): | Ono6peno: O6ecneuenre kauecTBa/OTBETCTBEHHOE JTHLIO:
Ashish Kumar kant Ajay Kumar

Srivastava w
R S Y _

~)
Date / Date / Date / Date / H ?AO
Hara: 11.04.2026 Hara: 11.04.2026 | Hara: 11.04.2026 Hara: ,,//() | (

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



Dr.Reddy’s ‘f"

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

Ilpoaykrt: Letpun® TabneTky, NOKpHITHIE MIEHO4HOI 060104uKoi, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne P V2N Pa3mep cepun 25,00,000 Ttab

Analytical Repourt No./ . 890001876675 Date of Analysis / 11.04.2026

AHAJUTHYecKnit oTdyeT Ne JlaTta aHanu3a

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

JlaTa npou3BOACTBA T'ogen ao

Mfg. License No. / .

Ipon3BoACTBeHHAs : MNB/05/263 M nuniberr/ JITT-Ne(005456)-(PT-RU)
Homep PY

JuneH3usa Ne

PL approved: / JIB yrBep:aen: 15.05.2024

Analysis performed according to ND: / Anaau3 nposegen no H/: JIIT-Ne(005456)-(PT"-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI ynaKkoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsbl BTOPHYHOI YNIAKOBKU YTBepxaAeHbl: 17.02.2025

| Ne | Test/Ilokasarenn

Result / Pe3yabTaThl

Specification / Hopma

UV- spectrophotometry /
Y ®- cniekrpodoTomerpust

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 ®-crekTps! NOrIoIEHMUs
MCTIBITYEMOTO pacTBOPA U CTAHAAPTHOTO
pacTBopa LIETUPU3UHA THAPOXJIOPHAA B
o61acti oT 200 1o 400 HM OOKHBI UIMETD
MaKCUMYMBI TIOTJIOLEHMS NIPU OAHOM U TOH
)K€ JUTMHE BOJIHBL C IOTYCTUMBIM
OTKJIOHEHHEM * 2 HM.

Dissolution / PacTBopenue

93 %; 97 %; 96 %; 94 %; 96 %;

94 %

l

Not less than 80% (Q) of the labeled amount
of C21H25CIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAJILHOTO COAEPIKAHUSA
C21Ha5CIN203- 2HCI (uetvpusuna

\uruapoxiiopua) yepes 30 MUH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanuam HJJ 3akaoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[Toarorosnexo: IMposepeHo: Rama | ITpoeepeno (AOK): | Omobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIULIO:
Ashish Kumar kant Ajay Kumar
ﬁ Srivastava Mp} W
!dﬁl (
@J’E\ / ,,3\‘\ \f‘
- /\I A 0
Date / Date / Date / Date / A \/'
Hara: 11.04.2026 Jara: 11.04.2026 | Hara: 11.04.2026 Hara: ( W /O g,{
N T = .)p 7
-

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

www.drreddys.com




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

[ 13
Dr. 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
CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykr: Lletpuu® TabieTKH, NOKPHITEIE MIEHOYHOH 060J104KOH, 10 Mr

Market / PeiHok : Russia / Poccust

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

Cepus Ne + V2600752 Pasmep cepuu ©25,00,000 Tab

Analytical Repourt No./ . 890001876675 Date of Analysis / 11.04.2026

AHanuTHYecKHil oTueT Ne JlaTa aHanu3a

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

JlaTa npou3BOACTBA T'ogen g0

Mfg. License No. / .

MponssoacTrennas . MNB/05/263 MA number: / JIM-Ne(005456)-(PT-RU)
Homep PY

auneHsusa Ne

Analysis performed according to ND: / Ananus nposeaen mo HJI: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeThl nepBH4YHOI YNaKOBKH yTBepXkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTopu4Hoii ynakoBku yTeepxaensi: 17.02.2025
PL approved: / JIB yrBep:xaen: 15.05.2024

Ne Test / [lokazaren Result / PezyabTaThl Specification / Hopma ]
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTH A03HPOBAHHBIX 24 than 15.0 / [Tokazarens npuemnemocty (AV)
eIMHHL I,uomxeﬂ OBITH He Gontee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoaykt cooTeeTcTBYET TpeboBanuam HJI 3akawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarororneHo: Ipoeepeno: Rama | Ilposepeno (AOK): | Onobpeno: OGecnieyenue kauecTBa/OTBETCTBEHHOE JTULIO:

Ashish Kumar kant Ajay Kumar
Srivastava uj)_ﬁ
g ) A L8
L
/f.—_’

Date / Date / Date / Date / L
Jarta: 11.04.2026 Harta: 11.04.2026 | Jata: 11.04.2026 Harta: ( Q-/L/k/?/@ ) ')’L;

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



Dr.Reddy’s “:‘

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

Ipoaykr: LeTpuH® TabaeTKH, MOKPLIThIE MIEHOYHOH 06010uK0i, 10 Mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne : V2600752 Paszmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001876675 Date of Analysis / 11.04.2026

AHaJuTHYecKHii oTyeT Ne Jarta ananu3za

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

JlaTa npou3BoacTBA Togen go

Mfg. License No. / .

MponssoncTaerHan . MNBJ/05/263 MA number: / JITI-Ne(005456)-(PT-RU)
Homep PY

JuneHzus Ne

Analysis performed according to ND: / Ananans nposeaex no H/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsb! nepBH4HON yNaKOBKH yTBep:kaeHbI: 12,11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOI1 ynakoBKY yTBepxaeHb1: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024

5 ] [mpuritiesﬁlpnmecu
Impurity A /
[Tpumecs A Below LOD (LOD =0.005 %) / Huxe
npenena obHapyxeHHa (ITO = 0,005 %) [Not more than 0.2 % / ve Gonee 0,2 %
Impurity B/
[Tpumecs B 0.05 % Not more than 0.2 % / ne 6onee 0,2 %
[mpurity C/ Not Detected Not more than 0.2 % / He Gonee 0,2 %
[Mpumecs C
Below LOQ (LOQ = 0.003 %) / Huxe
npeenia KOJIMYECTBEHHOTO ONpPEaC/ICHUs]
Impurity D / (TTKO = 0,003 %) Not more than 0.2 % / ue 6onee 0,2 %
i'[_IpMMer D
[Impurity E / 0.03 % Not more than 0.2 % / ue 6onee 0,2 %
[Ipumecs E
Impurity F / Below LOD (LOD =0.015 %) / Huxe [Not more than 0.2 % / ve Gonee 0,2 %
[Mpumecs F npenena o6Hapyxenus (I1O = 0,015 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanmne: Ilponykt cooTBeTcTBYET TpeboBanusm HJJ 3aknwouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[Moarorosnexo: ITpoepeno: Rama | Ilpoeepeno (AOK): OnobpeHo: Obecneuenue kauecTsa/OTBETCTBEHHOE JIUL(O:
Ashish Kumar kant Ajay Kumar
&’ Srivastava
‘-""'/'_-
Date / Date / Date / Date /
Jara: 11.04.2026 Hata: 11.04.2026 Jara: 11.04.2026 Jara:

Registered Office: 8-2-337,

ngV’ Uo

Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




@ Dr. Reddy's Laboratories Ltd.
? (Y ] Formulation Unit-6
Dr. 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
CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: LHerpuu® TabsieTky, NOKPHIThIE MIeHOYHOH 060s0ukol, 10 Mr

Market / Poinox : Russia / Poccust

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

Cepus Ne § N26R0p2 Pa3mep cepun ©25,00,000 Tab

Analytical Repog‘t No./ . 890001876675 Date of Analysis / 11.04.2026

AHaJHTHYECKUIT oTueT Ne JlaTa anannsa

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

JlaTa mpou3BOACTBA I'ogen o

Mfg. License No. /

IIpousBoacTBeHHAsl : MNB/05/263 MA number: / JITI-Ne(005456)-(PT"-RU)
Homep PY

JHueH3usa Ne

Analysis performed according to ND: / Ananu3 nposegen no HJ/L: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4HOI YTaKOBKH YTBepxkAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpU4HOH yNaKOBKH yTBepskaeHnbi: 17.02.2025
PL approved: / JIB yTBepskaen: 15.05.2024

|
Any individual unidentified 0.05% Not more than 0.2 % /

impurity / JIto6as eaMHU4HasA He 6onee 0,2 %
HEMASHTHQULMPOBAHHAS NPUMECH

Total impurities / 0.1% Not more than 2.0% /

Cymma npumeceid He Gomee 2,0%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [poaykt cooreeTcTByeT TpeboBaHuaM HJI 3aknouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMoarororseHo: Ilposepeso: Rama | [Iposepeno (AOK): | Ono6peHo: O6ecneyenne kauecTsa/OTBETCTBEHHOE JIUILO;
Ashish Kumar kant Ajay Kumar

m ‘ @»\dd\_ Srivasja [/9\’{ 0\/&
G s

Date / Date / Date / Date/ ‘ ; g |
Jlata: 11.04.2026 | Jlara: 11.04.2026 | Tara: 11.04.2026 | Jlara: L W 9)){"

=

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, 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

CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: LeTpuH® TabaeTKH, MOKPHITHIE NJIEHOYHO# 060s10ukoH, 10 Mr

Market / PoIHOK : Russia / Poccust

JauneHzua Ne

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

Cepus Ne F V2600752 Paszmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001876675 Date of Analysis / 11.04.2026
AHaauTH4YecKHil oTUeT Ne JlaTta aHanu3za

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

JaTa npousBoacTea Toaen o

Mfg. License No. / .

IIpoM3BOACTBEHHAS : MNB/05/263 il JITT-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yTBepaaen: 15.05.2024

Analysis performed according to ND: / Anann3 nposeaen nmo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI yNAKOBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOH YIAKOBKH yTBepaAeHbl: 17.02.2025

Ne Test/ Hoxaszﬂmb "Besult / E’ecs_y_m,TaTu

Specification / Hopma

6 Water content /

CoaepRaHie Boabl

7 Microbiological purity* /
Mukpobuonoruyeckas
yucroTa®

a) Total aerobic microbial count /
O0bmmee 4ucno a3podHBIX
MHKpPOOPraHW3MOB

20%

NA

NA
b) Total combined yeasts and
mould count / OblLiee YKcIo
NPOMCKEBBIX M IIIECHEBBIX IPUOOB

) E. coli NA

Not more than 8.0% /
He 6onee 8,0 %

INot more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g/ OrcyrcrBue B 1 1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanne: IpoaykT coorBercTBYET TpeboBanuam HJT 3aknwouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorosneHo: [posepeHo: Rama | IIposepeHo (AOK): | Onobpeno: Obecnieuenue kavectsa/OTBETCTBEHHOE JTULIO:
Ashish Kumar kant Ajay Kumar
Srivastava P A
v ¥in B
[
- B2 | A
— A
Date / Date / Date / Date/ 9
Hara: 11.04.2026 Hara: 11.04.2026 | Hata: 11.04.2026 Hara: (k% (O qp Lé
ST

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: LR5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

HpoayxT: LleTpra® TabneTky, NOKpbITHIE MIEHOUHOH 000s104uKOH, 10 MP

Market / PoiHok : Russia / Poccus

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

Cepun No g VAR0NTSE Pa3mep cepun 25,00,000 Tab

Analytical Repo“rt No./ . 800001876675 Date of Analysis / 11.04.2026

AHajJuTH4ecKnii oTueT Ne JlaTa anannza

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

JlaTa nponssoacTea T'oxen g0

Mfg. License No. / ,

TIpou3BoacTEeHHAS : MNB/05/263 MaA number: / JITT-Ne(005456)~(PT-RU)
Homep PY

JuneH3us Ne

PL approved: / JIB yrsepxaen: 15.05.2024

Analysis performed according to ND: / Anaauns nposeaen no HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl TepBHYHOIl YNIaK0OBKH yTBepaxkaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO# YTaKoBKH yTBepxKAeHbI: 17.02.2025

Result / PesyasTaTsl

| Specification / Hopma

Assay / KoanyecTBeHHOe
onpejgeaeHne

10.04 mg /10,04 mr

100.4 %

From 9.0 mg to 11.0 mg of
1C21Ha5CIN-O5-2HCI (Cetirizine
IDihydrochloride) in tablet (90.0 % to 110.0 %
lof label claim). / Ot 9,0 mr 70 11,0 Mr
C21HasCIN2O;3-2HCI (uetupusuna
nuruapoxsopun) B tabuierke (ot 90,0 % no
110,0 % OT HOMHHAJIBHOI'O COAEPIKAHHS).

Subdivision of tablets /
JleneHue Ta0JIeTOK

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
10r, if 1 individual mass is outside the limits of
175 % to 125 % of the average mass. /
[TabneTkM COOTBETCTBYIOT TPEOGOBAHUIM, ECITH
e 6osiee 1 eIMHUYHAs Macca OTKIOHAETCS 3a
Inpeaenbl 85%-115% ot cpenHel Mmacchl.
h"a6nen<n HE COOTBETCTBYIOT TPeGOBAHMSIM,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue; ITpoaykr cooTreTcTBYET Tpeboranuam HJI 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarororneHo: IporepeHo: Rama | Ilporepeno (AOK): | Omobpeno: ObecneueHue kauecTea/QTBETCTBEHHOE JIMLO:
Ashish Kumar kant Ajay Kumar

k Srivastava ME\,{ )

2 e
Ja BN v

Date / Date / Date / Date / -
Hara: 11.04.2026 Hara: 11.04.2026 | Jara: 11.04.2026 Jara: ( “% . ’ﬁ %

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

Tel: +91 40 4500 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 : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Iponykr: LeTpuH® TabieTKH, NOKPHITHIE LIEHOYHOH 06010uKOM, 10 Mr

Market / Poinok : Russia/ Poccns

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

Cepus Ne & V2600752 Pa3zmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001876675 Date of Analysis / 11.04.2026

AHanuTUYeCKHIi oTueT Ne Jara ananuza

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

JlaTa mpou3BoACTBA I'open po

Mfg. License No. / .

IIpousBoacTBeHHas : MNB/05/263 MA number: / JITT-Ne(005456)-(PT-RU)
Homep PY

Juuen3us Ne

Analysis performed according to ND: / Ananu3 nposeaen no HJ/L:

JIII-Ne(005456)-(PI'-RU)-150524

Artworks of primary package approved: / MakeTbl nepBHuHOi1 YNIaKOBKH yTBep:kaAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOH ynaKkoBKH yTBepxkaenbl: 17.02.2025

PL approved: / JIB yTeepaaen: 15.05.2024

| Ne | Test/ IlokazaTens Result / PesyanTaThl - Specification / Hopma
[ ccni Goslee uem | MHAMBMAYaNbHAS Macca
OTKJIOHSIETCS OT 3THX [PENEOB WIH, ecin 1
MHAMBUyasbHAst Macca OTKIIOHSETCS 3a
- 1 npenesisl 75%-125% ot cpeaHelt Macchl. |
10 Package / Onucanue ynaxosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information lor 3 blisters and patient information leaflet in
leaflet in a carton. / TTo 10 Tabnerok 8 fa carton. / Ilo 10 Tabnerox B
[IBX/TIBAX//anromunueBom dnucrepe. [[IBX/TIBJX//amoMunuesom Gnucrepe. [1o 2
[To 3 6nucrepa BMecTe € JINCTKOM- nan 3 6aMcTepa BMECTe C JIMCTKOM-
BKJIAJBILICM YIIAKOBAHBI B MUKy BKJIaJbILIEM YIIAKOBAHBI B AYKY KAPTOHHYIO.
KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CoorBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B coorBercteuu ¢ pasmenom 1.3.2
- MoayJst | percTpauoHHOro Aocke.
12 Storage conditions / YemoBusi  |At temperature not higher than 25 °C / Ilpu Temnepatype He Boiwe 25 °C,
XpaHenust
13 Shelf-life (storage period) / Cpoxk|3 years. / 3 roga.
roiHOCTH (CPOK XpAHeHHs)

Remarks : The Product confirms to ND/
IIpumeuanune: Ipoaykt coorsercrByeT TpeboBanuam HJT

Conclusion : APPROVED /
3aknouenune: OJJOBPEHO

=

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloarorosneHo: IMposepeno: Rama | IIposepero (AOK): | Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE ULIO:
Ashish Kumar kant Ajay Kumar
.‘R_ Srivastava p O}/'O
B DAY | A e
\ .
.—r"’f—_.
PN m
Date / Date / Date / Date/ e L L Lf
Jlata: 11.04.2026 Jlata: 11.04.2026 | Jlata: 11.04.2026 Jlara: \O,/'O ~Z 7/(9
<

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Ernail: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

Qe
Dr. 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
CEPTUOPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IMpoayxt: LeTpuH® Tab1€TKU, NOKPBITHIC MIEHOUHON 000104KOH, 10 M

Market / PoiHoK : Russia / Poccus

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

Cepus No | V25007%8 Pa3zmep cepuu ©25,00,000 Tab

Analytical Repovrt No./ . 890001876675 Date of Analysis / 11.04.2026

AnanuTH4eckuii oTueT No Jata anannza

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

JlaTa npou3BoOACTBA Togen no

Mfg. License No. / .

IpowsBoxcTREHHAN : MNB/05/263 pESnumtber:) : JIT-Ne(005456)-(PT-RU)
Homep PY

JHUeH3ust Ne

Analysis performed according to ND: / Auasnns nposeaex no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIH yNaKOBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yTaKOBKH yTBepskAeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 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. / [TpoBoauTCs NpoU3BOAMTENEM IIPH BEIMYCKE NepUOANYECcKU: IS kaxknoi 20-oft
cepuu niy He MeHee 1 paza B roa. [okazatens MoxxeT ObITh He BiJTIOUEH B CepTHHKAT aHami3a GupMal,

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoayxT cooTBercTBYeT Tpeboranusim HIL 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ITogroroBneHo: ITpoeepeno: Rama | IlpoBepeHo (AOK): | OmobpeHo: Obecnevenne kauectsa/OTBETCTBEHHOE IHLO:
Ashish Kumar kant Ajay Kumar
5 Srivastava W uﬂ)/O
S
, : |
Date / Date / Date / Date /
Jlata: 11.04.2026 | Jlara: 11.04.2026 | Jlata: 11.04.2026 | Jlara: ( W/O o
=g

\5_//'\:)(/

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, 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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIHU3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykr: Lletpun® tabneriu, [IOKPBIThIE IIEHOYHOMH 060104KOi, 10 M

Market / Poinok : Russia/ Poccus

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

Cepusa Ne * V2600752 Pasmep cepun 25,00,000 a6

Analytical Repourt No./ : 890001876675 Date of Analysis / 11.04.2026

AHanuTuveckuii otuer No JaTa ananusa

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

Mara npomzsoncrsa Toaen o

Mfg. License No. / .

HpomseoacTeennas : MNB/05/263 MA number: / JII-Na(005456)-(PF-RU)
Homep PY

JuueHsus Ne

|

'_E’I name / Haumenosanue A®C:

Cetirizine dihydrochloride / Letnpuzuna anruapoxno 1

INN / MHH:

Cetirizine / Lletupusun

API manufacturer batch number /
Homep cepuu npoussoantenn APC:

BT00-25090

FP Manufacturer API Batch number /
Homep cepun cyBeranumn npoussoanrens I'JId:

FETA00033

API Manufactured by, address & country /
Mponssogurens A®C, agpec n cTpaHa;

Glochem Industries Private Limited,
Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
Fnoxem Hnpacrpuec [paiisur Jlumiren,
Vuactiu Ne 174-176, NJIA., Bonnapawm, Canrapennu

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

Haumenosaune, aapec, JIMEH3UA 11
IlpouseoacTeennasn naowanka / Mnowmaaka KOHTpoJNist
Kadecrsa / Ilnomaaka BBIIyCKa

Hucrpukr - 502 325, Xaiina abag, wrar Tenanrana, Muaus
Dr. Reddy’s Laboratories Ltd.,
Formulation Unit-6, Vil]. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (license No MNB/05/263). /

H-p Pesin’e JlaGoparopuc Jlta,,
[poussoncreennoe noapasnenenne-6, Busj, Kxon, Hanarapx
Poyn, Banu, Huctpuxr Conan, X.I1,, 173205, Muaus

(JTnuensus No MNB/05/263).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hpumeuanne: [poaykr COOTBETCTBYET TpeGoBanuam HJL 3akmouenne: OJJOGPEHO
Prepared by / —rChecked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Hoarororneno: Ipogepeno: Rama TIlpoeepeno (AOK): Ono6peHo: OGecnieyetue kayectsa/OTBeTCTBEHHOE JIMUO:
Ashish Kumar kant Ajay Kumar )
-\\ Srivastava M
b J [QE
ﬁ» / "_i(\"\ \
— -~ )
Date / Date / Date / Date /
Hara: 11.04.2026 Hara: 11.04.2026 Mata: 11.04.2026 Hara: ( o) L{ ) :é) 1
~'3
'

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



Dr. Reddy's Laboratories Ltd.

D R dd ? 0... Formulation Unit-6
r.xe Y S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
|E‘oduct: Cetrine® film coated tablets, 10 mg
Hpoaykr: Lletpun® Tabnerkn, MOKPLITLIE MNEHOYHOI obosoukoit, 10 Mr
Market / Poinox : Russia/ Poccus
Batch No. / . Batch Quantity / . 25,00,000 tab /
Cepusi No # V2600752 Pasmep cepun T 25,00,000 Ta6
Analytical Repourt No./ : 890001876675 Date of Analysis / 11.04.2026
AManurudeckuii oTyer No JlaTa anasusa
Date of Manufacture / : 03/2026 Date of Expiry / 02/2029
Mata nponssogcrea Loaen no
Mfg. License No. / .
Mpoussoscreennas : MNB/05/263 MA number: / JIT-Ne(005456)-(PT-RU)

Homep PY

JiHueH3us Ne
Analysis performed according to ND: / Ananuz nposeaed no HJI: JIH-J\“Q(005456)-(PF-RU)—150524
Artworks of primary package approved: / MaxeTbl nepsuunoii ynakoBku yrsepipenbr: 12.11.2024
Artworks of secondary package approved / MakeTsl BTopuumoii YNAKOBKHM yTBep:kaensl: 17.02.2025
PL approved: / JIB Yreepawaen: 15.05.2024

—

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been

manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP

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 Unijon is
establishedy. /

TO4YHOH. DTa cepus mpomykuuu TPOM3BEACHA (BKIIOYAs YnaKoBKy (MapkHpoBKy) M KoHTpos KauecTBa) Ha BhlIeyKasaHHOl
MPOM3BOJICTBEHHOM Miowmanke (mnowmanxax) B nonwom COOTBETCTBMM ¢ TpeGoBauusamu [pasun HaAnexalle NMpousBoACTBEHHO
npaxkTuku EBpasuiickoro skonoMuueckoro cotoza (Ne GMP/EAEU/RU/02329-2025 o 19 cenrsbps 2025 r.) u TpeboRaHuAMH
KOHTPOJIS Ka4€CTBA JIeKaPCTBEHHBIX CPCACTB, a TaKkXKe B COOTBETCTBUH CO CeUMpHKAUMAMH, ConepI aIUMuCs B PErUCTPALIHOHHOM
AOCEE  CTPaHBI-UMITOPTEpPA. 3anucH no NPOM3BOACTBY, ynakoBKe W aHamM3y TIPOBEPEHBI, U YCTAHOBNEHO HX COOTBETCTBUE
TpeboBanuam Ipasun Hannexamei NpOU3BOACTBEHHOM npakTiku EBpasuiickoro SKOHOMHHECKOTO COI03a.

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

Mpuseuanne: [ponykr COOTBETCTBYET TpeboBanuam HJL 3akmouenne: QJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Ioarotorneno: Ipoeepeno: Rama Tposepero (AOK): Ono6peno: Obecnieuenne KadecTBa/OTBETCTBEHHOE NiNLIO:

Ashish Kumar kant Ajay Kumar o) a‘__70
g Srivastava T l/vl \1
@»\ f‘___\_. n

Date / Date / Date / Date / /Q-/_/‘—/
[ fava: 11.04.2026 | Jlara: 11.04.2026 | Jlara: 11.04.2026 Tara: x|
T ] Ll y
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Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 45900 2900, Fax: +91 40 4500 2999, Ernail: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



