Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3A

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

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: Letpun® rabneriu, NoKpeIThie MIeHOuYHOM o6onoukoii, 10 Mr

Market / Poinok

: Russia / Poceus

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

Cepust No # ¥2600625 Pasmep cepuu 25,00,000 Ta6

Analytical Repo“rt No./ . 890001874257 Date of Analysis / 31.03.2026

AunanuTuyecknii oryer Ne JlaTa ananunza

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

JlaTa npou3BoacTBa ToxeH a0

Mfg. License No. / .

Tpou3BoACTBEHHAS : MNB/05/263 pLAmpER; ¢ JITT-Ne(005456)-(PT-RU)
Homep PY

Juuenzus Ne

Analysis performed according to ND: / Ananus nposeaex no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThb! nepBH4HOI yNaKOBKHU yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YNIAKOBKH yTBepxkaenbl: 17.02.2025
PL approved: / JIB yrBepxcaen: 15.05.2024

Ee

Test / IloxazaTenab

Result / PeayabTaThl

Specification / Hopma

1

Description / Onucanne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyriisle ABOSKOBBIMYKNbIE TabNETKH,
[IOKPBITEIE  TUIGHOUHOH  obonoukoi
Oenmoro LBeTa, C pPHUCKOM Ha OOHOM
ctopone. Ha momepeuHom paspese —
\Mpo 6enoro upera.

White or off-white coloured, round, biconvex
film coated tablets with a break line on one
side. White to off-white core on cross section.
/' Kpyrnele RBOAKOBBIMYKIblE TaONETKH,
MOKPBIThIE TUIEHOYHOH ofosoukoit Gesoro
WJIM TIOUTH GENoro BETa, C PUCKOW Ha OHOR
cropore. Ha nonepeyHom paspese sopo oT
0eoro 10 noyTH OeNIoro LBeTa.

Remarks : The Product confirms to ND/
ITpumeuanue: Ipoaykr coorBeTcTBYeT TpeboBanuam HJY

Conclusion : APPROVED /
3axawyenune: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TloaroroBaeHo: IIpoBepeHo: IMpoeepeHo (AOK): | Onobpeno: O6ecneyeHue kayecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar t

Date / Date/ Date /

Jlara: 31.03.2026 Jara: 31.03.2026 Jara: 31.03.2026

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drieddys.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

CEPTUO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IpoaykT: LleTpuH® TabneTKH, MOKPBITHIE MIEHOUHOM 000104KOH, 10 MT

Market / Peinok : Russia/ Poccus

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

Cepus Ne 8 Nah00eds Pa3smep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001874257 Date of Analysis / 31.03.2026

AHanUTHYECKHii oTUyeT No Jlara aHann3a

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

JaTta npon3BoacTsa T'onen no

Mfg. License No. / .

Mpoussoacraenmuas : MNB/05/263 I JI-Ne(005456)-(PT-RU)
Homep PY

JuneH3Hs No

Analysis performed according to ND: / Anasiu3 nposeaen no HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl nepBU4YHOH yNaKkoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yNaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepaxkaen: 15.05.2024

Ne | Test / IlokazaTenan

Result / PesyabTaTsl

Specification / Hopma

2 Identification /
Nnenrndurxauusn

HPLC / BOXX

The retention time of the main peak in
the chromatogram of test solution
complies with the retention time of the
main peak in the chromatogram of
Cetirizine Hydrochloride reference
standard solution. / Bpems yaepskusanus
OCHOBHOTO [THKa Ha XpOMaTorpamMmme
MCIIBITYEMOTO PACTBOPa COOTBETCTBYET
BpEMEHH YAEPKUBAHHS OCHOBHOTO NHKa
Ha XpoMaTorpaMme CTaHJapTHOro
pacTBOpa LETHPU3UHA THIPOXIOPHIA.

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

Bpems ynep>KuBaHUst OCHOBHOTO THKa Ha
XpOMaTOrpaMMe UCTIBITYEMOrO pacTBOpa
\IOJI)KHO COOTRETCTBOBATH BPpeMEHHU
lyIep>KHBaHUSL OCHOBHOTO MMKa Ha
XpoMaTorpaMMe CTaHAapTHOrO pacTBOpa
LIETHPH3MHA THApoXIIopUaa (pazaen
«KonuuecTBeHHOE onpeneneHue).

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr cootBeTcTBYET TpeGosanusm HJL

Conclusion : APPROVED /
3akiawuenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
lMoarorosnexo: s ITpoBepeHo: [Mpoeepeno (AOK): | Onobpeno: ObecneueHue kayectBa/OTBETCTBEHHOE JIMLIO:
Pravesh Rana [/ Ramakant Amit Kumar D 2

/ (\/ ) & fo‘/ Sl

= ‘
Date / Date / Date / Date /
~0\

Jara: 31.03.2026 Jara: 31.03.2026 Hara: 31.03.2026 Jlara: :“ A 2/6

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q':'

Dr. Reddy's Labaoratories 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

CEPTHO®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: Lerpun® TtabneTky, MOKPHITHIE MIIEHOYHOH o6osoukoi, 10 Mr

Market / Poinok : Russia / Poccus

JHueH3us Ne

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

Cepus Ne : V2600625 Pa3zmep cepuu 25,00,000 Tab

‘Analytlcal Repovrt No./ . 890001874257 Date of Analysis / 31.03.2026

AHanuTHyeckuii oTyer Ne JlaTa aHanusa

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

JlaTa npon3BoaCcTBa T'open oo -

Mfg. License No. /
MA number: /

IIpou3BoaCTBEHHAS : MNB/05/263 Homep PY JIT1-Ne(005456)-(PT-RU)

PL approved: / JIB yreepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposegen mo HJ[: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBUYHON yNaKOBKH yTBepkaeHbl: 12,11.2024
| Artworks of secondary package approved: / MakeTbl BTOpHYHOlH YNIaKOBKH YTBepsxacHbl: 17.02.2025

Ne Test / IlokazaTennb Result / Pe3ysabTaTsl

Specification / H_opma

UV- spectrophotometry /
Y®- cnektpodoTomeTpust

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 MOrIoLeHus
UCTIBITYEMOTr'O PacTBOpa M CTAHAAPTHOTO
pacTBOpa LETUPU3NHA THAPOXJIOPUAA B
o6macty oT 200 a0 400 HM JOKHBI UMETE
MaKCHMYMBI ITOTJIOLEHUs TIPU OAHON U TOH
KE JUIMHE BOJIHBI € JOTYCTHMBIM
OTKJIOHEHUEM * 2 HM.

3 Dissolution / PacTeopenue

93 %; 98 %; 100 %; 98 %; 96 %;
98 %

INot less than 80% (Q) of the labeled amount
of C21HasCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAJIBHOTO CofepXKaHUS
C21HasCIN203- 2HCI (uetupuzuna
nuruapoxnopun) uepes 30 MUH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanune: IIponyKt cooTBETCTBYET TpeOOBaHUAM HJI 3akniouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarotoBneHo: IIpoBepeno: IpoepeHo (AOK): | OnoGpeno: O6ecneyenne kauecrsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar A

| + —

VAN A =T

/ F e 3

Date / Date / Date / Date /
Hata: 31.03.2026 Hara: 31.03.2026 JHara: 31.03.2026 Jara: 21 ho—?*/ 38 M

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tzlzngana, 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.
> Formulation Unit-6

DI'. Red dy,S Q... vill, Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTprH® TabneTku, MOKPHIThHIE MIEHOYHOH 06004k, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne | V2600625 Pazmep cepun ©25,00,000 Tab

Analytical Repovrt No./ . 890001874257 Date of Analysis / 31.03.2026

AHanuTHyeckuii oTuet Ne JlaTa ananu3za

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

JlaTa npoU3BOACTBA T'ogen po

Mfg. License No. /

IIpon3BoACTEeHHAS : MNB/05/263 et/ :  JIMI-Ne(005456)-(PT-RU)
Homep PY

auueHsus Ne

Analysis performed according to ND: / Ananu3 nposeaen no H/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MaxeTsl nepBHYHO#H yIaKOBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI ynakoBKH yTBepixaeHbi: 17.02.2025
PL approved: / JIB yrpepaxnaen: 15.05.2024

Ne Test / IlokazaTeb Result / PesyabTaTnl Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OQHOPOAHOCTH J03UPOBAHHBIX 3.1 than 15.0 / IToka3zarens npueMaeMoctH (AV)
eqMHMIT nomkeH ObiTh He Oonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: Ipoaykr cooTBercTByeT Tpebosanuam HJI 3axmiouenne; OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToxrororsieHo: IIpoeepeHo: ITpoeepeno (AOK): | Onobpeno: Obecnieuenme kadyecTBa/OTBETCTBEHHOE JIULO:
Pravesh Rana Ramakant Amit Kumar !

VM| =

Date / Date / Date / Date /
Jara: 31.03.2026 Jara: 31.03.2026 Jara: 31.03.2026 Jara: 3' hQJ i M 2{

Registered Office: 8-2-337, Road No. 3, Banjars Hils, 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 55001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10

mg

IMpoaykt: Llerpun® TabneTkH, NOKPLITHIE MIEHOYHOH 060J104KOH, 10 MT

Market / Poinok : Russia/ Poccus

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

Cepus Ne t V2600625 Pa3mep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001874257 Date of Analysis / 31.03.2026

AuHanauTHyeckHii oruer Ne Jdara ananusa

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

JlaTa npousBoacTBa I'ogeH go

Mfg. License No. / .

T —— : MNB/05/263 MAmumbeEs JIT-Ne(005456)-(PT-RU)
Homep PY

JuueHsus Ne

Analysis performed according to ND: / AHaqan3 nposeaen o H/I: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIl ynakoBKH yTBepxaenst: 12.11.2024
Artworks of secondary package approved: / Makersl BTOpU4HOii ymakoBKH yTBepkaensi: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

S Impurities / [Ipumecu
Impurity A /

Ilpumecs A

Impurity B /
[Tpumecs B

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

Impurity E /
[Ipumecs E

Impurity F /
[Tpumecs F

Below LOD (LOD =0.005 %) / Huxe
npenena obHapyxenus (I10O = 0,005 %)

0.05 %
Not Detected
Below LOQ (LOQ = 0.003 %) / Hinxe

npenena KOJIMYECTBECHHOTO onpeacncHns
(ITKO = 0,003 %)

0.03 %

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

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

INot more than 0.2 % / ne Gonee 0,2 %

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

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

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

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

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykt coorBeTcrByer TpeboBanusam HJJ

Conclusion : APPROVED /
3akawyenune: OJIOBPEHO

.~

/\/\,

Prepared by / Checked by / Checked by (AQA) /
[MoaroToBaeHo: IIposepeHo: TIpoeepeno (AOK):
Pravesh Rana Ramakant Amit Kumar

Approved by: Quality Assurance/Authorized person /
Opnobpeno: ObecnieyeHue kauectsa/OTBETCTBEHHOE JIULIO:

T

¥

Date /
Jara: 31.03.2026

Date /
Hara: 31.03.2026

Date /
Jara: 31.03.2026

Date /

N~ Y

Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Teiangana, 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

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lletpun® TabneTky, MOKPHLITHIE MIEHOUHOM 060onoukoi, 10 Mr

IIpousBoacTBeHHAS
JHneH3ns Ne

: MNB/05/263

Market / Poinox : Russia / Poccust

Batch No. / . Batch Quantity / . 25,00,000 tab /
Cepusn Ne ¢ V25D06as Pasmep cepun *25,00,000 Tab
Analytical Repovrt No./ . 890001874257 Date of Analysis / 31.03.2026
AHaauTHYeCKHH oTyeT Ne JlaTa aHanau3a

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

JlaTa npou3BOACTBA Iopen g0

Mfg. License No. / MA number: /

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

Analysis performed according to ND: / Anaan3s nposegen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTs! nepBHYHON yNaKOBKH yTBep:xaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOIi ynakoBKH yTBepxkaeHbl: 17.02.2025
PL approved: / JIB yreep:xxaen: 15.05.2024

Any individual unidentified
impurity / JIro6as enuHUYHAs

Total impurities /
CymmMma npumecei

HenaeHTHUINPOBaHHAS IPHMECh

0.1 %

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [poaykr coorercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3axkmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToaroroBneHo: [IpoBepeHo: Iposepeno (AOK): | OmobpeHo: O6§cneqeﬂne kayecTBa/OTBETCTBEHHOE JTULIO:
Pravesh Rana Ramakant Amit Kumar

/
Date / Date / Date / Date / ’2/6
Hara: 31.03.2026 Jara: 31.03.2026 | Hara: 31.03.2026 Hara: l\ AR g 7/0

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85155AP1984PLC004507
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, iINDIA
Tel: +21 98166 56001-02
wWww.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tabl;:ts, 10 mg

IMpoaykr: Letpuu® TabneTKH, MOKPHITEIE TIEHOYHOM 00onoukoi, 10 Mr

JauueH3us Ne

Market / Puinok : Russia / Poccust

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

Cepus Ne © V2600625 Pasmep cepun 25,00,000 Tab

i : :

Analytical Repovrt No./ . 890001874257 Date of Analysis / 31.03.2026
AHanuTHYecKnii oTueT Ne JlaTa ananuza

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

JlaTa npou3BoacTBa Togen n0

Mfg. License No. / .

IIpousBoacTBeHHAs : MNB/05/263 Nlanumliers JITT-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yrBep:kaen: 15.05.2024

Analysis performed according to ND: / Ananus nposegex no H: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4YHO#i yTaKkoBKH yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynakoBKH yTBep:kaAeHbl: 17.02.2025

Ne Test / ITokasarenn Result / PesyabTaThl ]§peciﬁcati0n / Hopma
6 Water content / 1.9% [Not more than 8.0% /
CoaepixaHHe BOAbL ’ He Gonee 8,0 %
7 Microbiological purity* /
Muxpobuonornyeckas
yncroTa¥
‘a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
O611ee YncIo adpoOHbIX He 6onee 1000 KOE/r
MUKPOOPTaHU3MOB
NA
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / Obiiee uncio He 6onee 100 KOE/r
IPOMOKEBEIX M [UIECHEBBIX IPUOOB
! c) E. coli NA Shall be absent in 1g/ OrcyrctBue 8 1 1
8 Assay / KonnuecTeeHHOe From 9.0 mg to 11.0 mg of
onpeneneHue C21Ha5sCIN2O3 2HCI (Cetirizine
. 19119g1/9:)}91 MT Dihydrochloride) in tablet (90.0 % to 110.0 %
e of label claim)./ Ot 9,0 mMr no 11,0 Mr
C21H25CIN2O3- 2HCI (uetupusuna
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykt cooTBeTcTBYET TpeboBaHuam H/L 3axarodenue: OJJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ToarorosneHo: IpoBepeHo: IIpoeepeno (AOK): | Onobpero: Obecneuenne kauectBa/OTBETCTBEHHOE JIULO:
Pravesh Rana Ramakant Amit Kumar L
/ % =
Z @V - /\ — —hf—
s —
Date / Date / Date / Date /
: Hara: 31.03.2026 Hara: 31.03.2026 | Hara: 31.03.2026 Hara: l\ K\Q—gf '),O%
Registered Office: 8-2-337, Road No. 3, Baiyjaia iiiils, iyuciaa 50 ana, india

Tel: +91 40 49C0 2900, Fax: +91 40 4200 2wy, ©

sl nashdan

CIN: L85195AP1984PLLOUA5C/

www.drreddys com




Dr.Reddy’s ‘g"

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: LeTprH® Tabnerku, NOKpLITHIE MIeHOYHOH 060104KOM, 10 Mr

Market / Poinox : Russia / Poccus

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

Cepus Ne | o Pasmep cepun _*25,00,000 a6

Analytical Repourt No./ . 800001874257 Date of Analysis / 31.03.2026

AHanuTHYecKHii oTueT Ne JlaTa ananuza

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

JaTa npon3BoacTBA I'ogen ao B

Mfg. License No. / .

TpoussoxcTReHHas . MNB/05/263 VA mumnhien JIN-Ne(005456)-(PT-RU)
Homep PY

auueH3us Ne

Analysis performed according to ND: / Ananus nposeaex mo H/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHOH yNaKkoBKH yTBepxaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUYHOH ynaKkoBKHU yTBepxaeHbl: 17.02.2025

PL approved: / JIB yrBep:xaen: 15.05.2024

Ne Test / IloxazaTenn

Result / PesyabTaTsl

Specification / Hopma

muruapoxopun) B tabnetke (ot 90,0 % no
110,0 % oT HOMHHANBHOIO COAEPKaHHS).

9 Subdivision of tablets /
Jlesenue TabJeToOK

Complies / CooTBeTCTBYET

The tablets comply with the test, if not more
than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTku COOTBETCTBYIOT TpeGOBaHUSM, €CH
He bonee 1 eqUHUYHAs Macca OTKJIOHSETCA 3a
npenenst 85%-115% ot cpenueii maccel.
TabneTky He COOTBETCTBYIOT TPEOOBAHHUAM,
ecinu 6onee yeM | UHAMBHAYaANLHASA Macca
OTKJIOHSCTCS OT STHX NPEAEIIOB HIH, €CNU |

HHAWBHUAYAJIbHAA Macca OTKJIOHACTCA 3a

Remarks : The Product confirms to ND/

Ilpumeuanue: IIponykr cooTBeTcTBYET Tpeboranusim H]I

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToAroToBneHO: IIpoeepeHo: IIposepero (AOK): | OnobpeHo: Obecnevenre kadecTsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana %? Ramakant Amit Kumar X

Z / /\' —
Date / Date / Date /
Hara: 31.03.2026 Hara: 31.03.2026 Hata: 31.03.2026

gl zQ’l/?//”/é

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telshgana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mait@drreddys.com

CIN: L85195AP1984PLLO04507

www.drreddys.com




Dr.Reddy’s ":‘.

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +21 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Mpoayxr: Lletpun® TabneTky, MOKPHITEIE MIEHO4HOH 0600uKOoi, 10 MT

auueH3ns Ne

Market / Poinok : Russia / Poccus

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

Cepus Ne + V2600625 Pasmep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001874257 Date of Analysis / 31.03.2026
AHanuTHYECKHI oTUeT No JlaTa ananu3a

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

JaTa npou3BoacTea TI'oaen no

Mfg. License No. /

Tpou3BoACTBeHHAs : MNB/05/263 MLA e ¢ JITT-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yTepxkaen: 15.05.2024

Analysis performed according to ND: / Auanus nposegen no HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YNaKoBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPUYHOI YIaKOBKH yTBepxkaeHbl: 17.02.2025

No Test / IToxazaTenn Result / PesyabtaTsl Specification / Hopma
npenensl 75%-125% ot cpeaneit Maccel.
10 Package / Onucanune ynaxosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / [To 10 Tabsnetok 8 [a carton. / [To 10 Tabnerox B
[IBX/TIBAX//amomunueBom 6nuctepe. [[IBX/IIBX//amoMuHuesoM dnucrepe. [To 2
[To 2 GimcTepa BMECTE C JIMCTKOM- WK 3 GnucTepa BMECTE C JIMCTKOM-
BK/IA/IbIIEM YNAKOBAHbI B MAUKY BKJIAJBILIEM YIAKOBAHBI B IAYKY KAPTOHHYIO.
EADTORMMIO: = i —
11 Labeling / Mapkuposka Complies / CooTReTCTBYET See Module 1, section 1.3.2 of registration
dossier. / B cooTReTcTBHH ¢ paznenom 1.3.2
MOoJyJIsl 1| perHcTpalioHHOrO 40Cke.
12 Storage conditions / Ycenosus At temperature not higher than 25 °C / Ilpu Temnepatype He Bbiue 25 °C.
XpaHeHHUs -
13 Shelf-life (storage period) / Cpox|3 years. / 3 ropa.
roAHOCTH (CPOK XpaHeHHs)

Remarks : The Product confirms to ND/
Ipumeuanue: Ilpoaykt coorercTByeT Tpeboranuam HJT

Conclusion : APPROVED /
Jaknwuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarotorneHo: IlporepeHo: ITposepeno (AOK): | OmobpeHo: O6ecneuenne kauecTBa/OTBETCTBEHHOE IULO:
Pravesh Rana Ramakant Amit Kumar
/! wjr N
% f/\ e = ‘__,""‘"u
Date / Date / Date / Date /
Jlata: 31.03.2026 | Jlara: 31.03.2026 | Jlata: 31.03.2026 | Jlara: L "Qﬂf')/‘%

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis,

Hyderanad - 5000234, Telangana, india

Tel: +91 40 4900 2900, Fax: +91 40 4900 2539, Email: mail@drieddys.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

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IIpoayxr: LleTpuu® TabneTku, MOKPHITHIE MIEHOUHOH 060s104KOM, 10 Mr

Market / Poinox : Russia / Poccns

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne ¢ V2600e2g - Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 800001874257 Date of Analysis / 31.03.2026
AHanuTudyecknii oTuer No ____|Aara ananu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoACTBA I'ogen xo -
Mfg. License No. /
MA number: /
IIpounsBoncTBeHHas : MNB/05/263 Towep PY JITI-Ne(005456)-(PT-RU)

JuUeH3ust Ne

Analysis performed according to ND: / Ananu3 nposegen no H/: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HO# yTakoBKH yTBepkaeHbl: 12,11.2024
Artworks of secondary package approved: / MaxeTbl BTOpHYHOI YTAKOBKH yTBepkaeHbl: 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 MPOU3BOAKTENEM MIPH BBITTYCKE NEPHOAMYECKH: IS KaXKA0H 20-08
cepuu unu He Menee 1 pasa B roa. [okaszatens MOXeT ObITh He BioueH B CepTHdHKaT aHain3a GHPMBIL.

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoaykt cooTBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouyenne: ONOBPEHO

Mara: 31.03.2026

Jlata: 31.03.2026

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person 7
[ToaroroeneHo: IIposepeHo: IIpoeepeno (AOK): | Onmo6peHo: ObecneueHue kadectea/OTBETCTBEHHOE JIHLIO:
Pravesh Rana Ramakant Amit Kumar ~\

| >

‘1[3: _A 2

| —

‘ / /\ — == '

| Date/ Date / Date / Date / \ ”

Jara: 31.03.2026

JlaTa:

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: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@o .
? o@® Farmulation Unit-6
DI'. Reddy S ‘.. Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: HeTpuu® TabaeTkH, NOKPBITHIE MICHOYHON 060104KO0H, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne ¥ N2GI0GER Pa3mep cepuu ©25,00,000 Tab

Analytical Repovrt No./ . 890001874257 Date of Analysis / 31.03.2026

AHaJauTuvecKuit oTuer Ne JlaTa ananusa

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

JlaTa npon3BoacTBa T'ogen o

Mfg. License No. /

T y——— . MNBJ/05/263 LA mwyihieE: / JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3ust No

Analysis performed according to ND: / Ananu3 nposegen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBu4HOii yNaKoBKH yTBepkaenbl: 12.11.2024

Artworks of secondary package approved: / MakeTb! BTOpHYHOl yNaKOBKH yTBepxkaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

API name / HanmenoBauue A®C: Cetirizine dihydrochloride / Lletupn3uHa QUrHAPOXIOpU
INN / MHH: Cetirizine / Lletupusun

API manufacturer batch number / BT00-25074

Howmep cepun npounzpoautens APC:

FP Manufacturer API Batch number / FETA00079

Homep cepun cybcranuuu npoussoaurens I'JI®:

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

502 325, Hyderabad, Telangana, India /
I'noxem Uunactpuec [paiisut Jlumuren,
VYuactku Ne 174-176, U.[I.A., Bonnapam, CaHrapenau
Hucrpukr - 502 325, Xakpapaban, wrar Tenanrana, Muous

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.
HaumeHnoBaHue, agpec, JHLUEH3HS I Solan (HP) 173205, India (license No MNB/05/263). /
IlpousBoacTBeHHasn muowaaka / [lnomaaka koHTpoas H-p Pennu'c JIaboparopuc Jlta.,

KkauyecTsa / [Inowmaaka Boimycka [NpousBoacTBeHHOE MoApa3aeneHue-6, Bunn. Kxons, Hanarapx

Poyn, bapau, Quctpuxt Conan, X.IL., 173205, Uuaus
(Juuensus 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 /
Ilpumeuanue: Ilponykt cootBercTByeT TpebosanusM HIJ 3akaiouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloarotoBneHo: [IposepeHo: [Mposepero (AOK): | Onobpero: Obecnieyenue kayecTBa/OTBETCTBEHHOE JIULIO:
Pravesh Rana Ramakant Amit Kumar
g/ %\* J
e,
A /\ e .
Date / Date / Date / Date/
Jara: 31.03.2026 Jara: 31.03.2026 Jlara: 31.03.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC0O04507
www.drreddys.com



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

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

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
MpoaykT: LleTpun® TabneTkH, MOKPHITEIE ICHOUHOH 060104KOH, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepun Ne + V2600625 Pasmep cepuu 25,00,000 Tab
Analytical Repovrt Ne./ . 890001874257 Date of Analysis / 31.03.2026
AHaJuTHYecKHil oT4eT Ne B JlaTta ananun3a

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

JlaTa npou3BoacTBA Togen go

Mfg. License No. / .

) e —— . MNB/05/263 LA numbers; / JIT-Ne(005456)-(PT-RU)
‘ Homep PY

JuneHsus Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIi ymakoBKH yTBepaaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yTakoBKH yTBep:kaeHbI: 17.02.2025
PL approved: / JIB yreepaxaen: 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». /

3akaioueHHe 0 cooTBeTCTBUM: «HacTosumM st MOATBEPIKAAl0, YTO MpPHBEAEHHAS BbIlIe MHGOPMALUSA SBASETCS LOCTOBEPHOM U
TouHON. DTa cepusl MPOAYKUMM Opou3BeleHa (BK/IOYas ymakoBKy (MapKMpOBKY) M KOHTPOJb KauyecTBa) Ha BbILIEyKa3aHHOM
NPOM3BOACTBEHHON MUIOLLaKe (TIOWaAKax) B OJHOM COOTBETCTBUM ¢ TpeGoBanuaMu IIpaBui Hauiexaluel pou3BOACTBEHHOMN
npaxtiku Eppazuiickoro sxoHoMuueckoro corosza (Ne GMP/EAEU/RU/02329-2025 ot 19 centsbpsa 2025 r.) n TpeGoOBaHUAMH
KOHTPOJ1 KA4€CTBA JIEKAPCTBEHHBIX CPEJICTB, & TAKXKE B COOTBETCTBUU €O CHeLMHKALMAMHU, COACPKALIUMUCA B PETUCTPALIMOHHOM
JOCbe CTpaHbl-UMIopTepa. 3alKCH IO MPOM3BOACTBY, YAKOBKE M aHAJIM3y IMPOBEPEHbl, W YCTAHOBIEHO HX COOTBETCTBHE
TpeGopanusm [pasun HajuieKallei NpoM3BOACTBEHHOM MPpakTHKK EBpazniickoro 3KOHOMHYECKOTO COr03a».

Remarks : The Product confirms to ND/

IMpumeuanne: IIponykt cootBeTcTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3axnwuyenune: OJOBPEHO

Prepared by / Checked by /
TlonrororneHo: IIpogepeHo:
PraveshRana  ,/ | Ramakant

: o

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

Approved by: Quality Assurance/Authorized person /
Onobpeno: O6ecnedeHue kauecTBa/OTBETCTBEHHOE JTULIO:

Date /
Jara: 31.03.2026

Date /
Jata: 31.03.2026

P/\/
Date /

Jara: 31.03.2026

Date/
JHara:

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: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



