Dr.Reddy’s “:

CERTIFICATE OF ANALYSIS

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

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

CEPTH®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTpu® TaGeTku, NOKpPBITHIE MIEHOUHON 060/104koH, 10 Mr

Market / PoiHOK : Russia / Poccus

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

Cepus Ne H'V2600838 Pa3smep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001879193 Date of Analysis / 24.04.2026

AunanuTu4ecKHii oTueT No JlaTa aHaaH3a

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npou3BoacTBa Togen go

Mfg. License No. / .

Ipou3BoACTBeHHAs : MNB/05/263 DR OO AR JITI-Ne(005456)-(PT-RU)
Homep PY

JuieH3us Ne

Analysis performed according to ND: / Ananus nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4YHOH yNaKoBKH yTBepxkaensbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO} YNaKOBKH yTBep:aeHsI: 17.02,2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne

Test / HokazaTeasn

Result / PesyabTaTsl

Specification / Hopma

1 Description / Onucanue )

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrable ABOAKOBBINYKJIbIE TabJETKH,
[OKPHITHIE  IUIEHOYHOM  060JIOUKO
Oenoro mBera, ¢ pPUCKOW Ha OAHOM
cropoHe. Ha nomepedHom 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.
[ Kpyriple JBOAKOBBIMYKNbIE TabNeTKH,
MOKpPBITEIE [UIEHOYHOH o6ono4ukol Genoro
WM TTOYTH 6eNIoro UBeTa, ¢ pUCKOH Ha OTHOMN
cTopoHe. Ha monepedHoM paspese sapo OT

a1apo Henoro LBeTa.

Genoro o mouTH Genoro usera.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpogykT cooTBETCTRYET TpeboaHusam HJL 3axmouenne: OJOBPEHO ]
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
Tloaroroeneuno: IpoepeHo: IIposepeno (AOK): | Onobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE JIMLIO:
Anchal Pravesh Rana Amit Kumar
40"{“” &lur v
»@ﬂ ) ‘ :
N / K
Date / Date / Date/ ' Date / - o
Jara: 24.04.2026 Jlata: 24.04.2026 Jara: 24.04.2026 Jara: 21

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

CEPTU®UKAT AHAJIU3A

IMpoaykr: Lletpun® 1abaeTkH, NOKPHITEH

Product: Cetrine® film coated tablets, 10 mg

€ TJIEHOYHOi 060a0uKoit, 10 Mr

Market / PoiHOK

: Russia / Poccus

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

Cepus Ne 2 N2GOUEIS Pasmep cepuun 25,00,000 Ta6

Analytical Repourt No./ . 890001879193 Date of Analysis / 24.04.2026

AHanuTUYeCKHUi oTueT No Jarta ananu3za

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npou3BoACTBA I'onen oo

Mfg. License No. / .

Mpouasoxcraensas : MNB/05/263 M numbert s JIN-Ne(005456)-(PT-RU)
Homep PY

auueH3usa Ne

Analysis performed according to ND: / Ananus nposeaen no H/1: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThbl NepBHYHOI YIAKOBKH yTBep:KaeHbl: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNakoBKH yTBepxkaeHbl: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

Cetirizine Hydrochloride reference
standard solution. / Bpems ynepuBanus
OCHOBHOTO IMKa Ha XpOMaTorpaMmme
MCIBITYEMOTO PacTBOPA COOTBETCTBYET
BPEMEHH yACPXKUBAHUSA OCHOBHOTO NHKa
Ha XpOMaTorpamMme CTaHJapTHOro
pacTBopa LeTHpU3HHA FHAPOXIOPUAA.

Ne [Test / lloka3zaTenb | Result / PesysibTaTst Specification / Hopma
2 Identification / The retention time of the main peak in . ) )
UnenTudurauus 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 ynepxuBaHHs OCHOBHOTO NHKa Ha
XpoMaTorpamMme HCIBITYEMOro PacTBopa
IO/DXHO COOTBETCTBOBATh BPEMEHH
yAep>KUBAHHS OCHOBHOIO THKa Ha
XpoMaTOrpaMMe CTaHJApTHOI'O pacTBopa
LIETHpU3MHA THApoXIopyaa (pa3nen
«KoymuecTBEHHOE OnpefieeHre).

Remarks : The Product confirms to ND/

ITpumeuanne: Ilpoaykt coorsercTByeT TpeboBanuam HJJ

Conclusion :
3akawvenne: OJJOBPEHO

APPROVED/

X,

Prepared by / Checked by /
IloarotoBneHo: [posepeno:
Anchal Pravesh Rana

Checked by (AQA)/
IposepeHo (AOK):

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecneuerue kauecTBa/OTBETCTBEHHOE NULO:

Amit Kumar

%

Date /
Jlara: 24.04.2026

Date /
Jara: 24.04.2026

Date /
Jlarta: 24.04.2026

Date /
Jlara:

o &!ﬁ;uu}
Loth

L

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drrecdys.com
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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 AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: LlerpuH® TabneTkH, TOKPBIThIE NIEHOUHOM 060s0uKoi, 10 Mr

auenszus Ne

Market / Poinok : Russia/ Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne E V2600838 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001879193 Date of Analysis / 24.04.2026
AHaJUTHYECKHUI oTyeT No JlaTta ananu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTta npou3BOACTBA T'ogen o
Mfg. License No. /

MA number: /

: B JITT-Ne(005456)-(PT -

IIpousBoacTBeHHAast MNB/05/263 Homep PY IT-Ne(005456)-(PT-RU)

PL approved: / JIB yrBep:xaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen nmo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOIi yNaKoBKH yTBepxaens: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH YIaKOBKH yTBepxAeHbl: 17.02.2025

Ne Test / [TokaszaTenn Result / PesyabTaThl

Specification / Hopma

UV- spectrophotometry /
Y ®- cnektpodoTomMerpus

Complies / CooTBeTcTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
wavelengths with an allowed variation of £2
nm. / Y ®-criekTpsl NOrJIOMEH U
MCTIBITYEMOTrO pacTBOpa U CTaHAAPTHOTO
pacTBOpa LETUPU3UHA THAPOXJIOPUIA B
obnactu ot 200 10 400 HM AODKHBI UIMETh
MaKCMMYMBI MTOTJIOLIEHUS TIPU OQHOU U TOH
)K€ ATIMHE BOJIHBL C JOITYCTUMBIM
OTKJNOHEHHEM + 2 HM.

3 Dissolution / PacTBopenne

97 %

97 %; 97 %; 98 %; 96 %; 99 %;

Not less than 80% (Q) of the labeled amount
of C21HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMUHABHOTO colEPIKAHUA
C2HasCIN2O3- 2HCI (uetnpusuna
uruapoxnopua) uepes 30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanue: I[Tpoaykr cooTBeTcTBYET TpebGoBanusam HJT

Conclusion : APPROVED /
3aknwdenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IMoarorosneHo: [Tpoepeno: ITposepeno (AOK):
Anchal Pravesh Rana Amit Kumar

WX A

/—. /

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

ww Qp.;au Loy et

Date /
Hata: 24.04.2026

Date /
Hara: 24.04.2026

Date/
Jlara: 24.04.2026

Date / -),-(.-ﬁ*‘l"w%

JlaTa:

Registered Cffice: 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: L§5195AP1984PLCO04507
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 88166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Llerpun® Tab1eTKHU, MOKPBITEIE MIEHOYHOH 060J0uKOM, 10 Mr

Market / Poinok : Russia/ Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne ? V20088 Pasmep cepuu 25,00,000 Ta6
Analytical Repovrt No./ . 890001879193 Date of Analysis / 24.04.2026
AHaauTHyecknii oTuer Ne JaTta ananuza

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTta npon3BoOACTBa T'ogen oo

Mfg. License No. /
IIpousBoacTBeHHAS
Junensus Ne

: MNB/05/263

MA number: /

Homep PY JIT1-Ne(005456)-(PT-RU)

PL approved: / JIB yreepsxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOlN yNaKOBKH yTBepaxkaeHb: 12.11.2024
Artworks of secondary package approved: / MakeTbl BropuuHoii ynakoBkH yrBepkaennt: 17.02.2025

Ne Test / Iloka3zaTenan Result / PesyabraThl Specification / Hopma i
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTL A03UPOBAHHBIX 43 than 15.0 / IToka3zarens npuemnemocru (AV)
e IHHUIL nmomkeH ObITh He Oonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: IponyxT coorsercTByeT TpeboBaHmsam HJL 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarotosneHo: IIpoeepeno: ITposepeno (AOK): | Onobpeno: Obecnieuenure kauecTBa/OTBETCTBEHHOE JINLIO:
Anchal Pravesh Rana Amit Kumar
LA{ e ngW
%)
-
A 2 N e
Date / Datc./ Date / Date / ) ey~
Jara: 24.04.2026 Hara: 24.04.2026 Jlata: 24.04.2026 JlaTa:

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Emeil: 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.F,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film

coated tablets, 10 mg

IMpoaykr: LieTpuu® TabneTky, MOKPHITHIE MIEHOUHOM 060104KOMH, 10 Mr

Market / PoiHok

: Russia / Poccus

Batch No. /
Cepus Ne

. V2600838 Batch Quanti

Pa3mep cepun

ty/ 25,00,000 tab /

25,00,000 Tab

Analytical Report No. /

Date of Analysis /

JuneH3usa Ne

. : 890001879193 24.04.2026
Ananurudeckmii oruet Ne Jara ananu3za
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BoJCTBA Toxen no
Mfg. License No. /
MA number: /
Ilpou3BoAcTBEHHAsA : MNB/05/263 Homep PY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yTB

epacaeH: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen nmo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH yNaKoBKH yTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHO# YnakoBKH yTBep:kaeHbl: 17.02.2025

5 Impurities / IIpn
Impurity A /

[Ipumecs A

[mpurity B /
[Tpumece B

Impurity C/
[Tpumecs C
Impurity D /
[Tpumecs D

Impurity E /
[pumecs E

MECH

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

0.03 %

Below LOD (LOD =0.006 %) / Huxe
npenena o6Hapyxenus (ITO = 0,006 %)

Below LOQ (LOQ = 0.003 %) / Huke
npenesna KOJMYCCTBCHHOTr O ONpeACiEHHA
(TIKO = 0,003 %)

Below LOQ (LOQ = 0.023 %) / Huxe
npenesia KOJIMYECTBEHHOTO ONpeieieHus
(TTIKO = 0,023 %)

Not more than 0.2 % / e Gonee 0,2 %

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [TponykT coorsercTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akawyedune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[NoarorosneHo: [Tposepeno: IIpoeepeno (AOK): | Omo6peHo: O6ecneueHune kadecTsa/OTBETCTBEHHOE JIMLIO:
Anchal Pravesh Rana Amit Kumar
DY ~ | P Looeren
F -
_/‘-'—0
Date / Date / Date / Date / )t oY~ ¥ 24
Jlara: 24.04.2026 Jara: 24.04.2026 Jata: 24.04.2026 Jara:

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 50034, 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
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lerpun® TabneTku, MOKPHITHIE MIIEHOYHOH 060/104K0#, 10 Mr

JnueH3us No

Market / PoiHok : Russia / Poccus
Batch No. / ) Batch Quantity / 25,00,000 tab /
Cepus Ne # VIGURIE Pasmep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001879193 Date of Analysis / 24.04.2026
AHanuTHYecKH i oTyeT No JaTa aHaau3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BoacTBa T'ogen no
Mfg. License No. /

MA number: /

: JITT-Ne(005456)-(PT -

IIpou3BoacTBeHHASA MNB/05/263 Howmep PY Ne(005456)~(PT-RU)

PL approved: / JIB yrepxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJ: JII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makernl nepBH4YHOH YNIaKOBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeThl BTOPHYHOH yNnaKoBKH yTBep:kiaeHbl: 17.02.2025

Impurity F /
[Tpumecs F

Any individual unidentified
impurity / Jlro6as eauHAYHas
HENJEHTUOULHPOBAHHAs IPUMECh

Total impurities /
CymMma npumeceit
0.033 %

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

Below LOQ (LOQ = 0.05 %) / Huxe
npejena KOJIMUECTBEHHOro onpeneneHus ne 6onee 0,2 %
(ITKO = 0,05 %)

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

Not more than 0.2 % /

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

Remarks : The Product confirms to ND/
ITpumeuanne: [lpoaykt coorsercTByeT Tpebobanusam HJT

Conclusion : APPROVED /
3akaouyedue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarorosneHo: IlpoBepeHo: ITpogepeno (AOK): | Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIULIO:
Anchal Pravesh Rana Amit Kumar
L% —N 5 el
\\__,_,/ sl
Date / Date / Date / Date / N Mo 1
Jara: 24.04.2026 Jlata: 24.04.2026 Jara: 24.04.2026 Jlara:

Registered Cffice: -2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4500 2599, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,’:‘

Dr. Reddy's Laboratories l.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

CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Lierpun® TabiaeTKH, NOKPHITLIE TUNIEHOYHOH 060moykoii, 10 mr

nuueH3usa Ne

Market / Poinok : Russia / Poccus
Batch No. / : Batch Quantity / 25,00,000 tab /
Cepus No £ ¥asonsas Pasmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001879193 Date of Analysis / 24.04.2026
AHanuTHyeckuii oTueT Ne Jara anannsa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3soacTBa T'open go
Mfg. License No. /
MA number: /
IpousBoxcTBeHHAS : MNB/05/263 Homep PY JITI-Ne(005456)-(PI™-RU)

PL approved: / JIB yTBep:kaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaex mo HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl NnepBH4YHOIi yIaKOBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO# YTAaKOBKH yTBepxaeHbi: 17.02.2025

Ne Test / [loka3aTennb Result / PesyabTaThl Specification / Hopma
6 Water content / 21% Not more than 8.0% /
Conepanue BoabI = He Gonee 8,0 %
7 Microbiological purity* /
Muxpobuonornueckasn
yucerora*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
O0b1ee yucno adpobHBIX He 6onee 1000 KOE/r
MHKPOOPraHW3MOB
NA
b) Total combined yeasts and [Not more than 100 CFU/g /
mould count / O6wee yncno He 6onee 100 KOE/r
NPOJKAKEBBIX U MIECHEBBIX TPUOOB
¢c) E. coli NA Shall be absent in 1g / Otcytcreue B 1 r
8 Assay / KoanuecTBeHHoe From 9.0 mgto 11.0 mg of
onpejeneHue C2iH25CIN>O;3-2HCI (Cetirizine
1000 g Q;’OO B Dihydrochloride) in tablet (90.0 % to 110.0 %
S of label claim)./ Ot 9,0 mr o 11,0 mMr
C21H»sCIN2O3: 2HCI (uetnpusuna

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT coorBercTBYET TpeboBaHuam H/L

Conclusion : APPROVED /
3axmodenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloaroroBaeHo: ITposepeno: IIpoeepeno (AOK): | Opobpeno: Obecneyerue kayecTBa/OTBETCTBEHHOE JINLIO:
Anchal Pravesh Rana Amit Kumar

0¥ 2| N (D .
Date / Date / Date / Date / e Y12l
Hara: 24.04.2026 Hara: 24.04.2026 | Hara: 24.04.2026 Jara:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500C34, Telangans, India
Tel: +21 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drrecldys com
CIN: L8§5195AP1984PLCO04507
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

CEPTHO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayicr: LlerprH® TabneTkH, NOKPHITHIE TIEHOUHOH 06omouKoH, 10 Mr

Market / PoiHOK : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne # V2600838 Pasmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001879193 Date of Analysis / 24.04.2026
AHajnnTHyeckuii oTyeT Ne JlaTa aHanu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npousBoacTBa I'onen go
Mfg. License No. /
MA number: /

- IT-No 456)-(PI'-RU

IIpousBoacTBeHHast MNB/05/263 Homep PY J (005456)-(PI"-RU)

Jaunen3us No

Analysis performed according to ND: / Ananns nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBUYHOIi ynakoBKH yTBepskaensl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynakoBKkH yTBepkaeHbl: 17.02.2025

PL approved: / JIB yreepxaen: 15.05.2024

Ne | Test/ IlokasaTenn

Result / PesyabTathl

Specification / Hopma

nuruapoxnopun) B Tabnetke (ot 90,0 % mo
110,0 % oT HOMHUHANIBHOTO COAEPIKAHHA).

9 Subdivision of tablets /
Jlenenue TabIeTOK

Complies / CoorBeTcTBYET

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 TpeOOBaHUAM, €CITH
He Gosiee 1 equHUYHAs MACca OTKJIOHSAETCS 32
npenenst 85%-115% ot cpenneii macchl.
'TaGieTKH HE COOTBETCTBYIOT TPEGOBAHUAM,
ecau Oonee ueM 1 MHAMBKMAYanbHas Macca
OTKJIOHSIETCSL OT 3TUX MPENETIOB WITH, eciy 1

WHAWBUAYaJIbHAsA Macca OTKJIOHACTCS 3a

Remarks : The Product confirms to ND/

ITpumeuanne: INpoaykr coorsercryer Tpebosanuam HJL

Conclusion : APPROVED /
3akawuenue: OJJOEPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarororseHo: TIpoBepeno: Ipoeepeno (AOK): | Omobpeno: Obecneuenne kayectsa/ OTBETCTBEHHOE JIMLO:
Anchal Pravesh Rana Amit Kumar p

0y A2 Q}W Y ias Clowe

/"'! —

o L
Date / Date / Date / Date / Dl Lo U
Jara: 24.04.2026 Jara: 24.04.2026 Jara: 24.04.2026 Hara: L i

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, india
Tel: +91 40 4900 2300, 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, Baddi,
Distt. Sotan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
wwvyy.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LetprH® TabneTky, NOKPbIThIE MIeHOYHOU 0bosnoukoi, 10 Mr

Market / Poinok : Russia/ Poccus

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

Cepus Ne t ¥2000838 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001879193 Date of Analysis / 24.04.2026

AHanuTu4yeckuii oTuet No JlaTa anasnsa

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npou3BoacTBa I'ogen no

Mifg. License No. / .

| —— : MNB/05/263 MIA: number: JIT-Ne(005456)-(PT-RU)
Homep PY

JuneH3usa Ne

Analysis performed according to ND: / Anaau3 nposeaen no HJI: JITE-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTnl NepBHYHOI YNaKOBKH yTBepaxAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOMH yNIaKOBKH yTBepakaeHbl: 17.02.2025
PL approved: / JIB yrBepskaen: 15.05.2024

Ne Test / IlokasaTesb Result / Pe3yabTaThl Specification / Hopma
npenenbl 75%-125% ot cpenHeit maccsl.
10  |Package/ Onucauue ynakoBku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerox B |a carton. / ITo 10 ta6netok B
[IBX/TIBIX//antomunueBom Omucrepe. |[[IBX/TIBJIX//amoMunuesom Grnuctepe. [To 2
[To 2 6nuctepa BMECTE C JIMCTKOM- unn 3 GcTepa BMECTe ¢ IMCTKOM-
BKJIA/IBILIEM YIAKOBAHAI B [1AYKY BKJIAJILEM YIAKOBAHBI B [IAYKY KAPTOHHYIO.
KAPTOHHYIO.
11 Labeling / MapkupoBska Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B cooTBeTcTBHM ¢ pazaenom 1.3.2
MoayNisi 1 permcTpalOHHOrO JOChE.
12 Storage conditions / Yesiosust At temperature not higher than 25 °C / Ilpu remneparype He Beime 25 °C.
XpaHeHust
13 Shelf-life (storage period) / Cpox3 years. / 3 roga.
roqHOCTH (CPOK XpaHeHHst)

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorBercTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IonrorosneHo: IlpoBepeHo: Iporepeno (AOK):
Anchal Pravesh Rana Amit Kumar

(K

e

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnedenne kadectsa/OTBETCTBEHHOE JIULIO:

—
fall
Date /

Date / Date /

Jara: 24.04.2026 Jata: 24.04.2026 | Mara: 24.04.2026

Date /
JlaTa:

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Emeil: mail@drreddys.com
CiN: L85195AP1984PLCO04507
www drreddys.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 : 491 98166 56001-02
wwwy direddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
I poaykr: Lletpun® TabseTkH, NOKPLITbIE TNIEHOYHOH 060104KOM, 10 Mr

Market / Poinox : Russia / Poccus

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

Cepus Ne & VIU058 Pasmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001879193 Date of Analysis / 24.04.2026

AHanuTHYecKHii oTueT Ne Jarta aHanu3a

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JarTa npon3BoacTBa T'open po

Mfg. License No. / .

IIpon3BOACTBEHHAS : MNB/05/263 MA number: / JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3usa Ne

Analysis performed according to ND: / Ananus nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHOH yNaKOBKH yTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOH ynakoBKH yTBepaxkaeHbl: 17.02.2025
PL approved: / JIB yrBepxkaen: 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 poM3BOAMTENEM NMPH BHIMYCKe MEPUOAUUECKH: AJIs Kaxnoi 20-0i
cepuH U He MeHee 1 pasa B roj. [Tokazatens Moxet 6biTh He BKIOYeH B CepTudukar aHanuza GUpMBL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITpoaykT coorBeTcTBYET TpeboBaHuam HI 3akawuyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: [Tpoeepeno: TIposepeno (AOK): | OmobpeHo: Obecnevenue kauecTBa/OTBETCTBEHHOE JIMLIO:
Anchal Pravesh Rana Amit Kumar M
M i (} LW s
/ -
Date / Date / Date / Date / ,7 re Y Lo
Hara: 24.04.2026 Hara: 24.04.2026 Hara: 24.04.2026 Jlara:

Registered Gffice: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 5060034, Telangana, India

Tel: +91 40 4900 2300, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: 1.85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

e
Dre Reddy,s ‘.... Vill. Kho!, Nalagarh Road, Baddi,

Distt. Solan, H.F, 173 205, INDIA
Tel ; +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykr: Lletpun® TabneTky, MOKPHITHIC INIEHOYHO 06onouKkoH, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepust N & VaROISE Pasmep cepuu *25,00,000 Tab

Analytical Repourt No./ . 890001879193 Date of Analysis / 24.04.2026

AHanmnTHyecknii oryet No Jata ananuza -

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npou3BOACTBA Toaen a0

Mfg. License No. / .

Ipoussoneraennas . MNB/05/263 NA number: | JITI-Ne(005456)-(PT-RU)
Homep PY

JnueH3usa Ne

Analysis performed according to ND: / Ananu3s nposeged no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBHYHOMH yIaKOBKH yTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNaKOBKU yTBepaaAeHsl: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024

API name / HaumeHoBaHue ADC: Cetirizine dihydrochloride / Lletuprzuna AMrHapoXIopHa
INN/MHH: Cetirizine / LeTUpH3UH

API manufacturer batch number / BT00-26011

Homep cepnu npoussoautes A®C:

FP Manufacturer API Batch number / FETA00163

Homep cepuu cy6cranuuu npoussoautes I'JID:

API Manufactured by, address & country / Glochem Industries Private Limited,
Ipoussoautens A®C, agpec u cTpaHa: Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
I'moxem Wanactpuec [paitBut Jlumuren,
Vuactkn Ne 174-176, U JA.A., Bonnapam, Canrapenau
Huctpukr - 502 325, Xaiinapaban, mrat Tenanrana, Uugus

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

site / Control site / Release site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
HaumenoBanue, agpec, JHLEH3UA 15 Solan (HP) 1732035, India (license No MNB/05/263). /
IMpousBoacTBennasn miomanka / Iaomwaaka KouTpoas H-p Pennu'c Jlaboparopuc Jltxa.,

kadectBa / [lnomagxa BbInycka Ipon3roACTBEHHOE MoApazaeneHne-6, Bumn. Kxons, Hanarapx

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IponykT coorercTyet Tpebosanuam HII 3axaouenue: OJJOBPEHO
| Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /

TlonrorosneHo: [Tposepeno: [Mposepeno (AOK): | Onobpeno: Obecrieuenue kauecTBa/OTBETCTBEHHOE NNTIO:
Anchal Pravesh Rana Amit Kumar

. P Q}WZMW'@‘W
Date / Date / Date / Date / snlb
Jara: 24.04.2026 Jara: 24.04.2026 Jata: 24.04.2026 Jlara: 2'7 el

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L§5195AP1984PLCO04507
www drreddys.com



Dr. Reddy's Laboratories Ltd

$o ‘ . =
9 @ Formuiation Unit-6
Dr‘ Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel: +91 98166 56001-07
www. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: LleTprr® TabneTky, MOKPBITHIE MICHOYHOI 06onoukoi, 10 Mr

Market / Poinok : Russia/ Poccus

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

Cepus Ne i NEEIURER Pasmep cepun * 25,00,000 Tab

Analytical Repo:‘t No./ . 890001879193 Date of Analysis / 24.04.2026

AHaJUTHYECKHil oTUeT Ne JlaTta aHasnu3a

Date of Manufacture / . 04/2026 Date of Expiry / 03/2029

JlaTa npou3BOACTBA T'ogen o

Mfg. License No. / .

[Ipou3BoAcCTEEHHAS : MNB/05/263 Lot et 4 : JIMT-Ne(005456)-(PT-RU)
Homep PY

JnueH3us Ne

Analysis performed according to ND: / Ananu3 nposegen no HJ/L: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHO YNaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTb! BTOPHYHOIf yNnakoBKH yTBep:#kAeHbl: 17,02.2025
PL approved: / JIB yTBeps:aen: 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». /

3akaiouenne o coorBeTcTBUM: «HacTosuum s moATBEpP)KAAI0, YTO MPUBEACHHAs BbILE HHPOPMALWS SABSETCA JOCTOBEPHON H
TOYHOH. DTa cepusi NPOAYKLUHM MPOHU3BeAeHa (BKIOYas YIakoBKY (MapKHpOBKY) M KOHTPOJSb KauecTBa) Ha BBILEYKAa3aHHOMN
MPOM3BOICTBEHHO# nuoLlaake (MUIOLUAAKax) B [OJIHOM COOTBETCTBHHU ¢ TpeboBaHuaMU [IpaBun Hapnexanieil Npou3BOACTBEHHOM
npakTuku EBpazuiickoro skonoMmuueckoro cowsa (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeGoBaHUAMHU
KOHTPOJIs KAYECTBA JIEKAPCTBEHHbBIX CPEJCTB, @ TAKXKE B COOTBETCTBUH CO CrieLM(pUKaLMsAMU, COAEPKALMMHUCS B PETUCTPALMOHHOM
IOChE CTpaHBI-UMITOpTEepa. 3amucH 10 MPOW3BOACTBY, YNAKOBKE W aHANW3y IPOBEPEHbI, U YCTAHOBJIEHO KX COOTBETCTBHE
Tpebopanuam [IpaBun HagiexaleH NpOU3BOACTBEHHOM NMPAaKTUKY EBpazuiickoro 3kOHOMHUYECKOTO COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilponykt cooTBeTcTBYET TpeboBaHusam HJJ 3akmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TloaroToeneHo: [IpoeepeHo: IIpoBepeHo (AOK): | Omob6peno: Ob6ecneuenne kauectsa/OTBETCTBEHHOE JIULIO:
Anchal Pravesh Rana Amit Kumar

AL / ol
Date / Date / Date/ " | Date/ 2,7 oM —eML

Hata: 24.04.2026 Hata: 24.04.2026 | Jata: 24.04.2026 Jara:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com





