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\

Dr. Reddy's Laboratories Lid
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3IA

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTpru® TabneTkH, MOKPBITHIE MICHOYHOI 06010uUKOM, 10 MP

Market / Proinox : Russia / Poccus

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

Cepusn Ne ! V2600850 Pasmep cepun 25,00,000 Tab

Analytical Repog‘t No./ . 890001879544 Date of Analysis / 25.04.2026

AHaJMTHYECKHH oTyeT No JlaTa anaau3za

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

JlaTta mpou3BoacTBa Topen xo

Mifg. License No. / .

Ipou3BOACTBEHHAS : MNB/05/263 Tl FNCTSERAE JITT-Ne(005456)-(PT-RU)
Howmep PY

anueH3us Ne

Analysis performed according to ND: / Ananu3 nposeaex mo H/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / Makersl nepBH4HO# YNaKoBKM yTBep:kaennl: 12.11.2024

Artworks of secondary package approved: / MakeTbl BTOpUYHOIi yNaKOBKH yTBepxkAeHbI: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

_.N't_-
1

Test / llokasateab
Description / Onucanune

' Specification / Hopma

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.
Kpyriisle JBOAKOBBINYK/Ible TabneTky, |/ Kpyrible IBOAKOBBIIYK/Ible TaGueTKH,
MOKPLITBIE  TUIEHOYHOH  000J04KOH | MOKpPBITHIE IIEHOYHOM ofomoukoit Genoro
Genoro uBera, ¢ PUCKOM Ha OIHOH | Wik nouTy GENoro UBETa, C PUCKOM Ha OAHOMN
ctopore. Ha momepeunoM paspese —|cropone. Ha monepedHom paspese sapo oT

Result / PesyabTaThl

|ampo 6enoro uBera.

| 6enoro mo moutu Geaoro LBETA.

Remarks : The Product confirms to ND/
Ipumeuanne: INpoaykt cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
Jaxkawuenne: OJOBPEHO

| Prepared by /
IMoarorosnexo:
Pravesh Rana

Checked by /
IIpoeepeno: Rama
Kant

Bt

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

A
M2

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenue kadecTBa/OTBETCTBEHHOE JIMLIO:

QQL\\\}H'/E\J’

Date /
Jara: 25.04.2026

Date /
JHata: 25.04.2026

Date/
Jara: 25.04.2026

Date /

JlaTa:

Ny

YA

\\'./'/7“//

Registered Cffice: 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: 1L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q':'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lletpuu® TabneTkH, NOKPBITbIE UICHOUHOH 060M04KOMH, 10 Mr

Market / PriHok : Russia/ Poccust

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

Cepus Ne 2 V2600860 Paszmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001879544 Date of Analysis / 25.04.2026

AHanuTH4ecKkuii oTyeT Ne JlaTa aHasm3a

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

JlaTa nponsBoacTBa Togen po

Mfg. License No. / .

Hpoussoncraennas : MNB/05/263 MA amber: | JITI-Ne(005456)-(PT-RU)
Homep PY

auiensus Ne

Analysis performed according to ND: / Ananus nposeaen nmo H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHO/i YNAaKOBKH yTBep:kaeHbl: 12.11.2024

Artworks of secondary package approved: / MakeTb! BTOpHYHOH YNaKOBKH yTBepxkaennl: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

Cetirizine Hydrochloride reference
standard solution. / Bpems ynepxxuanus
OCHOBHOT'O NHKA Ha XpOMaTorpamme
MCTIBITYEMOTO PaCTBOPa COOTBETCTBYET
BpeMEHH YIEePKUBAHHS OCHOBHOTO MHKA
Ha XpOMAaTOrpaMMe CTaHJapTHOro
pacTBopa UETHPU3HHA TMAPOXJIOPHAA.

Ne Test / [loxazaTennb Result / PesyabTaTsl Specification / Hopma
2 Identification / The retention time of the main peak in . i .
Uaeutnduranus the chromatogram of test solution The retention time of the main peak in the
complies with the retention time of the ch.romatogramlof 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").

Bpema yaep>xMBaHUS OCHOBHOI'O IHKA Ha
XpoMaTorpaMme HCIMBITYEMOro pacTBopa
JIOJIKHO COOTBETCTBOBATH BpeMEHH
\yIEep>KHBaHUSI OCHOBHOTO MHKa Ha
XpOMaTOrpaMMe CTaHAAPTHOrO pacTBopa
LEeTUPU3MHA THApOoXNopuaa {paznen
«KonuuecTBeHHOE onpenencHuey).

Remarks : The Product confirms to ND/
Hpumeuanne: Ipoaykt coorBercTByeT TpeOoBaHuAM HJI

Conclusion : APPROVED /
3akauenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonroToBneHo: [TposepeHo: Rama | Ilpoepeno (AOK): | Omo6peno: Obecneyenne kauecTsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Kant Amit Kumar
L2 N £ )
e SUIU A M
)
Date/ Date / Date / Date / L_/U {
Jata: 25.04.2026 Jlata: 25.04.2026 | Jata: 25.04.2026 Jlara: [\I N L 5",\0 -
\‘_\/\’ &/' }/—S /

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5G0C34, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LCO04A507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Letpnu® TabneTkH, MOKPHITEE NIEHOUHOH 06osoukoit, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne B RSO Paszmep cepuu 25,00,000 Tta6
Analytical Repovrt No./ . 890001879544 Date of Analysis / 25.04.2026
AHaauTHYecKHil oTueT Ne JaTa anaan3za

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

JlaTa npou3BoACTBA T'ogen no

Mfg. License No. /

Tlpon3BoACTBeHHAS : MNB/05/263 MA number: / JIT-Ne(005456)-(PT-RU)

Jguuen3usa Ne

Homep PY

Analysis performed according to ND: / Anaaus nposeaen no HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThbl mepBHYHOI yNaKOBKH yTBepxaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpM4HO# yNaKoBKH yTBepakaeHbl: 17.02.2025

PL approved: / JIB yrBepkaen: 15.05.2024

Ne Test / Mokasatenn Result / PesyabTaTsi

Specification / Hopma

UV- spectrophotometry /
Y ®- cnextpodoTomerpus

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 NOriIomeHus
HCTTBITYEMOTO PACTBOpa U CTaHAAPTHOTO
pacTBOpa LETHPHU3HUHA TUAPOXJIOPUAA B
obmactu ot 200 1o 400 HM HOJKHBI UMETH
MaKCUMYMBbI MOTJIOUICHUS TIPU OTHOM U TOM
JKE JUIMHE BOJIHBL C IOMYCTHMbIM
OTKJIOHEHHEM + 2 HM.

3 Dissolution / PacTBopenue

97 %

99 %; 96 %; 100 %; 95 %; 93 %,;

Not less than 80% (Q) of the labeled amount
of C21HasCIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHUHANBLHOTIO coAep)KaHHUs
C11HasCIN>O3- 2HCI (ueTuprzuHa
nuMruapoxnopun) yepes 30 MuH.

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoaykt coorBercTBYET TpeGoBanuam HJL

Conclusion : APPROVED /
3aknwouenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToaroroeneHo: IMpoeepeno: Rama | ITposepeno (AOK): | OmobpeHo: Obecneuyenue kauectBa/OTBETCTBEHHOE JINLIO:
Pravesh Rana Kant Amit Kumar
W /\/\ Shu pM
"/ I3
Date / Date / Date / Date / L/(L A
Hara: 25.04.2026 Jara: 25.04.2026 | Hara: 25.04.2026 Hara: A \/' YA

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




Dr.Reddy’s “5’.

L

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

IIpoaykr: LletpuH® TabneTku, MOKphITHIE UIEHOUHOH 06ono4koif, 10 mMr

Market / Poinok : Russia/ Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne + V2600860 Pa3mep cepnn 25,00,000 Tab
Analytical Repourt No./ . 890001879544 Date of Analysis / 25.04.2026
AHaauTHYeCKHH oTueT No ~ |/Mara apaausa

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

JlaTa npou3BoacTBa T'oaen no

Mfg. License No. /
IIponssoacTBeHHas
JnueHsus Ne

: MNB/05/263

MA number: /

Homep PY JI1-Ne(005456)-(PT-RU)

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Ananns nposeaen no HJ: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeThbl NepBH4HOI YIAKOBKH yTBepsxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BToOpH4HOI ynakoBku yreepxaeust: 17.02.2025

Ne Test / IloxazaTenn Result / PesysabTaTs!

Specification / Hopma

4 Uniformity of dosage units /

Acceptance value (AV) should be not more

Pravesh Rana

Kant

bl

Amit Kumar

N

OXHOPOAHOCTH JO3MPOBAHHBLIX 35 than 15.0 / TlokazaTtens npuemnemoctu (AV)
eIMHHL 'moJKeH OBITL He Honee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuyanne: ITpoaykT cooTBeTCTBYET TpeboBaHusam HJI 3axmrouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
INoarororneHo: [poeepeHo: Rama | IlpoepeHo (AOK): | Omobpeno: O6ecneuenune kauecTsa/OTBETCTBEHHOE JINLIO:

Quvapt

Date /
Jara: 25.04.2026

Date /

Jara: 25.04.2026

Date /
JlaTa: 25.04.2026

Date /
Hara:

a
\\&/Lkﬁk/ ; L\ WY %)

59 {T}A/,)p 76

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
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Dr.Reddy’s Q’.’

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

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

www. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Lletpua® TabneTku, MOKPHITHIC TNIGHOUHOH 060J104Koi, 10 Mr

Market / Poinok : Russia / Poccus

Juues3usa Ne

Batch No. / ; Batch Quantity / 25,00,000 tab /
Cepus Ne 5 Vauliiel Pasmep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001879544 Date of Analysis / 25.04.2026
Ananurnyeckuid oTueT Ne JlaTa ananusza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JaTa npou3BoACTBa T'ogen no
Mfg. License No. /

MA number: /

: MNB/05/2 -Ne(005456)-(PT -

ITpou3BoacTBeHHAS /05/263 Homep PY JITT-Ne( 56)-(PI'-RU)

PL approved: / JIB yrBepakaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no H/I: JITT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl nepBHYHOI yNaKoBKH yTBepxkaeusnl: 12.11.2024
Artworks of secondary package approved: / Makersl BTopM4Hoii yNakoBKkH yTBepxaeHbt: 17.02.2025

5 Impurities / IIpumecn

[mpurity A /

[Tpumecsy A Below LOD (LOD =0.005 %) / Huxe
npenena obrapyxenus (I1O = 0,005 %)

Impurity B /

[Tpumecs B 0.03 %

[mpurity C/ Not detected / He o6napyxeHa

[Tpumecs C
Below LOQ (LOQ = 0.003 %) / Huxe

[mpurity D /

[Tpumecs D (ITKO = 0,003 %)

[mpurity E /

[Mpumecs E 0.02 %

Impurity F /

[Tpumech F Below LOD (LOD =0.015 %)/ Huxe
npenena obHapyxenus (I10 = 0,015 %)

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

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

npefena KOJMYECTBEHHOTO onpefeienusNot more than 0.2 % / ve 6omnee 0,2 %

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT coorercTByeT TpeboBaHusM HJL

Conclusion : APPROVED /
3aximoyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarotorneHo: IIposepeno: Rama | Ilposepeno (AOK): | Omobpeno: Obecneyenue kauecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Kant Amit Kumar
Qy VAN
pit —A
xF
Date / Date / Date / Date / L L,/
Jara: 25.04.2026 Jara: 25.04.2026 | Jara: 25.04.2026 Jlara: l : l//O Y A
’ T

2T e

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560C34, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4500 2999, Email: mail@drreddy<.com
CIN: L85195AP1984PLCON4507
www. drreddys.com




Dr.Reddy’s Q':‘.

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.direddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

ITpoaykrt: LletprH® TabaeTKH, NOKPLIThIE MIeHOYHOH o6onoukoit, 10 Mr

Market / Peinok : Russia / Poccus

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

Cepus Ne : V2600860 Pa3smep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001879544 Date of Analysis / 25.04.2026

AHaauTHYecKHil oTyeT Ne Jarta aHannza -

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

JlaTa npousBoacTBa I'open xo

Mfg. License No. / ]

Nponieoicrsenii . MNBJ/05/263 A BNIGDEr 4 JIT-Ne(005456)-(PT-RU)
Homep PY

JuueHsus Ne

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Auanu3 nposeaen nmo HJ/I: JIII-Ne(005456)-(PI-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4YHON yNakoBKH yTBepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpU4HOIi yNaKoBKH yTBep:xaensl: 17.02.2025

Any individual unidentified
{impurity / JIro6as equHHUYHAA
HenaeHTHPHUUPOBAHHAA IPUMECH

Total impurities /
CymMma npuMecei

Not more than 0.2 % /

0.06 % He 6onee 0,2 %
Not more than 2.0% /
0.2 % He Gonee 2,0%

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanmne: IlpogykT cooTBeTCTBYET TpeboBanuam HJT 3axarouenue: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorornexo: Ipoeepero: Rama | [poeepeno (AOK): | OpobpeHo: Obecneuenre kauectBa/OTBETCTEEHHOE JIULIO:
Pravesh Rana Kant Amit Kumar
w /\ N
—
P,
| Date / Date / Date / Date / \&}\/\ YLE=
Jata: 25.04.2026 Hara: 25.04.2026 | Jarta: 25.04.2026 Jara: 767L’1 s

Registered Cffice: §-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: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Qf':‘

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

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

wwwy direddys.com

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykT: LleTpuH® TabneTKH, DOKPLITHIE IICHOYHOH 000J104KOH, 10 Mr

Market / Poinok : Russia / Poccus

Jauuenzusa Ne

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

Cepusi Ne # V2600860 Pa3mep cepun 25,00,000 Tab
Analytical Repo“rt No./ . 890001879544 Date of Analysis / 25.04.2026
AHaJHTHYeCKHIi oTueT Ne JlaTa ananusa

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

JlaTa npou3BoACTBa T'ogen go

Mfg. License No./ .

Ipou3BoacTBeHHAS : MNB/05/263 MAnumbers JITT-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yreepaaen: 15.05.2024

Analysis performed according to ND:/ Ananu3s nposegen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTb! NepBUYHOI1 yNIaKOBKH yTBep:aAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynaKoBKH yTBep:kaeHbl: 17.02.2025

Pravesh Rana

Kant

W

Amit Kumar

/\ —N

Ne Test / ITokasaTeJnb Result / Pe3yabTaThl Specification / Hopma
6 Water content / 31% Not more than 8.0% /
CopaepraHue BOAbl ’ He 6onee 8,0 %
7 Microbiological purity* /
Muxpobnonoruueckas
qyucToTa*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
Ob1ee YyUCio aspoOHBIX He 6onee 1000 KOE/r
MHKPOOPTaHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g/
mould count / Obwee uucno He 6onee 100 KOE/r
IPO>KIKEBBIX U [UIECHEBBIX FPUOOB
c) E. coli NA Shall be absent in 1g / OtcytcTBHE B 1 T
8 Assay / KonnyecTBeHHOE From 9.0 mg to 11.0 mg of
onpeaeseHHe C21H25CIN2O3- 2HCI (Cetirizine
1600 e 813,00 B Dihydrochloride) in tablet (90.0 % to 110.0 %
0 of label claim). / Ot 9,0 mr g0 11,0 Mr
, [C21H25sCIN2O3- 2HCI (uetupnzuna
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykt cootBercTByeT TpeboBanusam HII 3aknouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoarorosnieHo: IposepeHo: Rama | [MpoeepeHo (AOK): | OmobpeHo: O6ecneuenue kauectra/OTBETCTBEHHOE JTULIO;

Date /
Jara: 25.04.2026

Date /
Jara: 25.04.2026

Date /
JHara: 25.04.2026

\./f

Date / t\
Hara:

A AN Y

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Ielangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www. drreddys.com




Dr.Reddy’s @:¢

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

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

www/ direddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: Herpua® TabneTkH, NOKPHITHIE MIEHOYHOH 0605104K0i, 10 Mr

Market / PoiHok : Russia / Pocens

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusa Ne + V2600860 Pazmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001879544 Date of Analysis / 25.04.2026
AHaJIMTHYECKHH oTYeT No JlaTa aHajau3a

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

JaTa npou3BoacTBa Togen g0

Mfg. License No. /
IIpousBoacTBeHHass
JuneHzna Ne

: MNB/05/263

MA number: /

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

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposegen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI yNaKoBKM yTBep:KAenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUHOH ynakoBKH yTBepaxkIeHbl: 17.02.2025

Ne Test / IlokazaTenn

Result / PeayabTaTnl

Specification / Hopma

nuruapoxsiopua) B tabnerke (ot 90,0 % no
110,0 % OT HOMHHANIEHOTO COAEPIKAHNA).

9 Subdivision of tablets /
Jlenenue 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. /
TaGneTky COOTBETCTBYIOT TpeGOBaHMSIM, eCly
He Gosiee 1 eqMHNYHAS Macca OTKJIOHSETCS 3a
npenenst 85%-115% ot cpenneii Macchl.
TabneTKu He COOTBETCTRYIOT TpeOOBAHUAM,
eciu Ooiee ueM 1 MHIMBUAYaAIBEHAS Macca
OTKJIOHSAETCS OT 3THX MPENESIOB UIH, ecnu |
MHAMBUAYaJbHAS Macca OTKJIOHAETCS 3a

Remarks : The Product?:onﬁrms to ND/ Conclusion : APPROVED /
Ilpumeuanne: IIpoayKT cooTBETCTBYET Tpebopanusam HJT 3akmouenne: OTOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[Toaroroenexo: | ITposepeHo: Rama | ITpoeepeno (AOK): | Onobpeno: Obecnedenue kauecTsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana | Kant Amit Kumar
M /\'“’\
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f A
Date / Date / Date / Date / LAY
Hara: 25.04.2026 Jara: 25.04.2026 Hara: 25.04.2026 Jara: P4 =
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Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

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

www drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LeTpuH® TabneTkH, MOKPHITIE MIIEHOYHOH 060J10uKOM, 10 Mr

JMueH3usa Ne

Market / Poinok : Russia/ Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne 5 W2o0isol T — 25,00,000 Tab
Analytical Repovrt No./ . 800001879544 Date of Analysis / 25.04.2026
AHAJUTHYECKHI oTyeT Nt JlaTa aHann3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npouszsoacTBa I'open no
Mfg. License No. /
MA number: /
IlpousBoacTBexHas : MNB/05/263 Homep PY JITT-Ne(005456)-(PT"-RU)

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl NepBHYHOH YNaKOBKH yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUYHOIl YNaKoBKH yTBepxaeHsi: 17.02.2025

Ne Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hopma
npenens! 75%-125% ot cpenHeit Macchl.
10  |Package/ Omucanne ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnetok B [a carton. / ITo 10 Tabnerok B
[IBX/IIBAX//amomubuerom 6aucrepe. [IBX/TIBJIX//antoMmuHuesom Gnucrepe. [o 2
[To 3 6nuctepa BMECTE C IUCTKOM- v 3 6nMcTepa BMECTE C JIMCTKOM-
BKJIAJIBILUIEM YNAKOBAHBI B MAUKY BKJIaJbILIEM YIIAKOBaHBI B [AYKY KAPTOHHYIO,
KapTOHHYIO.
11 Labeling / Mapkuposka Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B cootBeTcTBUY € pazaenom 1.3.2
MozyJsisi 1 perucTpaLMOHHOTO J0CheE.
12 [Storage conditions / Ycnosus At temperature not higher than 25 °C / Ilpu Temnepatype ne Boime 25 °C.
XpaHeHHs
13 Shelf-life (storage period) / Cpox3 years. / 3 rona.
l rOAHOCTH (CPOK XpaHeHus)

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilponykr cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarororneHo: [poeepeno: Rama | [posepeno (AOK): | Omobpeno: Obecneuenue kauecTpa/OTBETCTBEHHOE JIHLO:
Pravesh Rana Kant Amit Kumar

-
Date / Date / Date / Date / Ll/
JHara: 25.04.2026 Jara: 25.04.2026 Jara: 25.04.2026 Jlara: ,‘ ‘

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
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Dr.Reddy’s “:‘.

Dr. Reddy's Laboratories iLtd.
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

CEPTUOPHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: LleTpuH® TabneTKkH, MOKPLITHIE UIEHOYHOH 06004KOH, 10 MI

Jauuex3usa Ne

Market / Puinok : Russia/ Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne 5 V2000851 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001879544 Date of Analysis / 25.04.2026
AHanuTHYecKHii oT4yeT Ne JaTa anaju3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoacTBa I'ogen g0
Mfg. License No. /
MA number: /
IIpousBoacTBeHHasn : MNB/05/263 Homep PY JIT1-Ne(005456)-(PT-RU)

PL approved: / JIB yrepxaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBHYHOH YyNAaKOBKH yTBepxkaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNaKOBKH yTBepakIeHbl: 17.02.2025

* 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. / TIpooanTCs MPOM3BOAKTENIEM MPH BEIMTYCKE MEPHOANYECKU: A Kaxnoi 20-0i
cepud Wi He MeHee 1 pasza B rof. [lokazarens MoxkeT ObiTh He BKto4YeH B CepTidukar aHanuza Gupmel.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanne: IpoaykT cooTBercTBYET TpeboraHusM HJL 3axmouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroroBneHo: IIposepeno: Rama | IlpoeepeHo (AOK): | OnobpeHo: O6ecnedyenue kauecTBa/OTBETCTBEHHOE JIHIIO:
Pravesh Rana Kant Amit Kumar
' ~ N
Date / Date / Date / Date / N l W
Jara: 25.04.2026 Hara: 25.04.2026 | Jlara: 25.04.2026 Hara: ) sl ] L’ P i
\—t
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Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maill@drreddys.com
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Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel 1 +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: LieTpnu® TabneTkH, MOKpLIThIE UIEHOYHOH 06os10uKoit, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepust Ne ¥ V2elsel Pa3mep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001879544 Date of Analysis / 25.04.2026

AHanuTHYecKnii oTyeT No Jata ananu3a

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

JaTa npousBoacTea T'ogen go -

Mfg. License No. / .

IMpou3BoacTBenHas : MNB/05/263 LA Fubers JIT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

PL approved: / JIB yrBepaxaen: 15.05.2024

Analysis performed according to ND: / Ananu3s nposeaen no HJ/L: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NnepBH4HOH YNAKOBKH yTBepxkaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI YNaKOBKH yTBepxAeHb1: 17.02.2025

API name / Haunmenoanune A®C:

Cetirizine dihydrochloride / lieTnpusuHa aurunpoxsiopun

INN/MHH:

Cetirizine / Letnpusux

API manufacturer batch number /
Homep cepun npounssoautens APC:

BT00-26011

FP Manufacturer API Batch number /
Homep cepuu cy6cranuuu npoussoanrens I'JIdD:

FETA00163

API Manufactured by, address & country /
ITponspoanrens A®C, agpec u cTpaHa:

Glochem Industries Private Limited,
Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'moxem HUnpactpuec Ipaiteur Jlumuren,
Vuaactku Ne 174-176, U J1.A., Bonnapam, Canrapenau
HucTpukr - 502 325, Xakinapabaa, mraT Tenmanrana, Magus

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

HaumeHoBaHHe, agpec, THIEH3US JJIsl
IpousBoacTBennas miowajaka / Ilnomaaka KOHTpoJst
kauecTsa / [Inowagka BbINycKa

Dr. Reddy’s Laboratories Ltd.,
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (license No MNB/05/263). /

H-p Pennu'c Jlaboparopuc Jlta.,
IponsBoacTBeHHOE Moapazaenenne-6, Bumn. Kxons, Hanarapx
Poyn, bannu, uctpuxkt Conanx, X.I1., 173205, Unaus
(JIuuensus 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/
IMpumeyanne: [IpoaykT cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO

Prepared by / Checked by /
INoarorosneHo: IlporepeHo: Rama

Pravesh Rana ; Kant
@“,g

Amit Kumar

Checked by (AQA) /
ITposepeno (AOK):

=

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

il

Date /
Jara: 25.04.2026

Date /
Jata: 25.04.2026

Date /

Jara: 25.04.2026

Date /
JlaTa:

YA

We

o0
~ V:,I/ )/

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1.CO04507
www.drreddys.com




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +51 98166 56001-02
www.drreddys.com

Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Letpuu® tabnetku, NOKPbITHIE MIEHOUHOH 06os104KOl, 10 Mr

Market / PoiHok : Russia/ Poccus

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

Cepust Ne & Vaa0used Pazmep cepuu 25,00,000 Ta6

Analytical Repo“rt No./ . 890001879544 Date of Analysis / 25.04.2026

AHanuTHYeCKHH oTyeT No Jlata aHaJan3a

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

JlaTa npoussoacTsa T'open o

Mfg. License No. /

Ipon3BoCTEeHHAS : MNB/05/263 MA BUEDEY: / JIT1-Ne(005456)-(PT-RU)
‘ Homep PY

Jmuensus Ne

Analysis performed according to ND: / Anaans nposeaen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makersl nepBH4HOIi yNakoBkH yTBepxaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTs! BTOpHYHO# YNaKOBKH yTBepaaeHbl: 17.02.2025
PL approved: / JIB yrsep#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». /

3akniouenue 0 cooTsercTBHN: «HacTOAMM A MOATBEPKIAIO, HTO NPUBEACHHAA BbIlE HH(OPMALIHA ABASETCS AOCTOBEPHOI M
TOYHOM. DTa Cepus MPOAYKLMH Mpou3pejeHa (BK/IOYads ynakoBky (MapKMpOBKY) M KOHTPOJb KauecTBa) HA BhiLIEYKa3aHHOM
MPOM3BOACTBEHHOMH NiowWanKe (MIOWAAKAX) B NOJHOM COOTBETCTBHM ¢ TpeboBanuamu [Ipasui Haanexauleil npon3BOACTBEHHOIM
npaktiky Eppazuitckoro akoHomuueckoro cowsa (Ne GMP/EAEU/RU/02329-2025 or 19 cenradpa 2025 r.) u TpedoBaHusMH
KOHTPOJIS KAYECTBA JIEKAPCTREHHBIX CPEICTE, A TAKHKE B COOTBETCTBHH €O CEeUMHKALMAMU, COACPIKALIHMUCA B PErHCTPALMOHHOM
JIOCbE CTPaHLI-MMIIOPTEPA. 3anucH M0 NPOH3BOACTBY, YNAKOBKE W AHANH3Y [POBEPEHbI, M YCTAHOBIEHO HX COOTBETCTBHE
TpeGosanuam Ipaeun Haanexatei NPoM3BOACTBEHHON NpakTHKH EBPaznicKoro 3KOHOMHUYECKOro COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [poaykr coorercreyer TpeGoBanuam HJL 3akmouenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[MoarotosneHo: Ipoeepeno: Rama | Ipoeepeno (AOK): | Onobpeno: Obecnieuenne kauectea/ OTBETCTBEHHOE JINLO:
Pravesh Rana Kant Amit Kumar Q L 4 ) \/\ A—M }
M ,/(\
QA"\ ~ ol /\ et
Date / Date / Date / Date / \}/\l/ L
Jara: 25.04.2026 Jara: 25.04.2026 | Hara: 25.04.2026 Jara: N A@ 10‘)/(.7
E e e B 7
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