Dr.Reddy’s “:‘

Dr. Reddy's Laboraiories Ltd
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, I1.P., 173 205, INDIA
Tel : +91 98166 56001 02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Hpoaykr: Iletpnu® TabyieTku, MOKPLITHIE IEHOYHOH 06onoukoi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne E ¥ao00831 Pa3mep cepun 25,00,000 Tab

Analytical Repoyrt No./ . 800001879194 Date of Analysis / 24.04.2026

AnanurTudecknii oryet Ne JlaTa anaanza

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

JlaTa npou3BoACTBA Toxen o

Mfg. License No. / .

T ———— . MNB/05/263 IR JITI-Ne(005456)-(PT-RU)
Homep PY

JiueH3us Ne

Analysis performed according to ND: / Anaans nposeaen no H/I: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTnl nepBH4YHOH yIAKOBKH YTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOl yTaKOBKH yTBepxKAeHbl: 17.02.2025
PL approved: / JIB yrBepaxkaen: 15.05.2024

Ne | Test/ okazateas

Result / PesysabTaThl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnsie nBoskoBblmykible TabneTkH,
MOKPBITEIE  IIEHOYHOH  060JIOUKOi
Oenoro uBera, C pPHUCKOM Ha OHHOM
cropoHe. Ha nomepeuHom paspeze —

aapo 6enoro LBeTa.

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 [BOSKOBBIMYKJblE TabJETKH,
MOKpBITEIE [UIEHOUHOH obomnoukol Genoro
WU TIOYTH Gesoro UBeTta, ¢ pUCKOH Ha OHOM
cropoHe. Ha monepe4yHoM paspese sapo oT
6enoro no moutu Henoro LBeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: Tlponykt cooTBercTByeT TpeboBanusam HJI 3akmouenne: OIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MonroroBneHo: IIpoBepeHo: ITpoeepeno (AOK): | Onobpeno: Obecneuenue kayecTBa/ OTBETCTBEHHOE JIULO:
Anchal Pravesh Rana Amit Kumar
) g on Shorw?
._A
A { A v’
—

Date / Date / Date/ Date / Lo oY 20 L6
Hata: 24.04.2026 Jata: 24.04.2026 Hara: 24.04.2026 Jara:

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

Tel: +21 40 4900 2900, Fex: +91 40 4309 2999, Email: mail@drreddys.com

CIn: LE5195AP19R4PLCOO4507
wwiv.direddys.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
wwyvLdireddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Hpoayxr: LeTprH® Tabnerky, NOKpbHIThIC MIEHOUHOH 060s104KO0#, 10 Mr

Market / PbiHOK : Russia/ Poccust

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

Cepusi Ne ¥ V2600833 Pazmep cepuu 25,00,000 Ttab

Analytical Repovrt No./ . 890001879194 Date of Analysis / 24.04.2026

AHanuTHYeCKHIi oTueT No JaTa ananu3za

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

JlaTta npousBoacTBa Toaen no

Mfg. License No. / .

MpoussoacTeenuas : MNB/05/263 e 4 JITI-Ne(005456)-(PT-RU)
Homep PY

anueH3us Ne

Analysis performed according to ND: / Anaau3s nposeaen no HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl mepBU4HOH YNAaKOBKH yTBep:kaeHbt: 12.11.2024

Artworks of secondary package approved: / Makerbl BTOpU4HOIf yTaKoBKH yTBepxkaeHb1: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024

Ne Test / IlokaszaTens

Result / PesynbTaTsl

Specification / Hopma

2 Identification /
Unentuduxanus

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 ynepxuBanus
OCHOBHOT'O MHKa Ha XpoMaTorpaMme
UCIIBITYEMOTO pacTBOPa COOTBETCTBYET
BpEMEHH yIep>KHBAHHS OCHOBHOIO MHKa
Ha XpoMaTorpaMme CTaHAapTHOro
pacTBOpa LETUPU3HHA MMIPOXJIOPUIA.

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").

BpeMst ynep>kMBaHUsi OCHOBHOTO IMKa Ha
XpoMaTorpaMme UCIIBITYEMOTO pacTBOpa
OJDKHO COOTBETCTBOBATH BpeMeHH
JEepP>KUBaHUA OCHOBHOTO NMUKa Ha
pomaTtorpaMMe CTaHAApPTHOTO pacTBOpa
LETUPU3UHA TUAPOXIOpHUaa (pasaen
«KonndecTBeHHOE onpeaencHUe).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: IIpoaykr cooTBeTcTBYET TpeboBanuam HI 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorosneHo: ITposepeHo: Ipoeepeno (AOK): | OnobpeHo: Obecneuenne kauecTBa/ OTBETCTBEHHOE JIMLIO:
Anchal Pravesh Rana Amit Kumar
LK - \ 1y Lo St
P ) —
Date / Date / Date / Date /
b
Jlata: 24.04.2026 | Jlava: 24.04.2026 | Jlara: 24.04.2026 | Jlara: b
Registered Gffice: 8-2-337, Road Na. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4500 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L.E5195AP1984PLCOD4507

wwiw.direddys.com



Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd
Formuiation Lnit-6

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

wwyy direddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykr: LletpuH® TabiaeTku, MOKPHIThIE IEHOUHOH 06ooukoH, 10 mr

Juuen3us Ne

Market / PeiHok : Russia/ Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne i Pa3mep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001879194 Date of Analysis / 24.04.2026
AHANUTHYECKHI oTUeT Ne Hara anaaunza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BOACTBA Togen 1o
Mfg. License No. /
MA number: /
IpousBoacTBenHas : MNB/05/263 Homep PY JIT1-Ne(005456)-(PI"-RU)

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YNIaKOBKH yTBepaxkaeHsl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOH yNIaKOBKHU yTBepxaenbl: 17.02.2025

Ne  |Test/Ilokazarenn Result / PesynbTaTsl

Specification / Hopma

UV- spectrophotometry /
Y®- cnekrpodoToMeTpust

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®-crnexTpsl MorIomeHus
HCTIBITYEMOTO PAaCTBOpA U CTAHAAPTHOIO
pacTBOpa LieTHPU3HHA THAPOXJIOPHAA B
i06J1ac1'14 ot 200 no 400 HM DOMKHBI HMETh
MaKCHMYMBb] MOTJIOLUEHUs NPU OAHOM U TOH
)Ke JITHHE BOJIHBI C JOIMYCTHMBIM
OTKJIOHEHWEM * 2 HM.

3 Dissolution / PacTtBopenue

99 %

96 %; 100 %; 98 %; 99 %; 97 %;

Not less than 80% (Q) of the labeled amount
of C2 HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He Menee
80 % (Q) oT HOMHUHAJILHOTO COnEpIKaHMsL
Ca1HasCIN>O;3- 2HCI (ueTrpu3uba
JUTHAPOXJIOpHA) Yepe3 30 MUH.

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykt cooTeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akawuyenune: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroTosseHo: IposepeHo: ITpoeepeno (AOK): | Onobpeno: Obecneuenne kayecTBa/ OTBETCTBEHHOE JIHLIO:
Anchal Pravesh Rana Amit Kumar
(K ‘ A D pyor Qhures
ey N /
Date / Date / Date / Date /
~ 2th
Hara: 24.04.2026 Hara: 24.04.2026 Jara: 24.04.2026 JlaTa: 3 =

Repistered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tclangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, £rmail: mail@drreddys com
CliN: 185195AP1984PLCO04507
vivw. direddys.com



Dr.Reddy’s ":'.

Dr. Reddy's Lanoratories Lil
Formuiation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel 149198166 56001 -02
WWW. dire H{i\; > CeMm
CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A
Product: Cetrine® film coated tablets, 10 mg
Ipoayxt: LerpnH® TabneTky, NOKPHITHIE MIEHO4HOH o6osoukoi, 10 mr
Market / Poinok : Russia/ Poccus
Batch No. / - Batch Quantity / 25,00,000 tab /
Cepust Ne ¥ V2600833 Pasmep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001879194 Date of Analysis / 24.04.2026
AHATUTHYECKHI oTueT No Jarta ananuza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoACTBA Topen g0
Mfg. License No. / .
IlpousBoacTBeHHAs : MNB/05/263 LA mombers JITI-Ne(005456)-(PT-RU)
Homep PY
JuueH3usa Ne

PL approved: / JIB yrBepaxkaen: 15.05.2024

Analysis performed according to ND: / Anaans nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThbl NepBHUYHOH YNAaKOBKH yTBep:kaAeHbI: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi YNaKOBKH yTBep:KAeHbI: 17.02.2025

No Test / IlokazaTeanb Result / PesyasTaThl Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OIHOPOAHOCTH A03HPOBAHHBIX 3.2 than 15.0 / [Tokazarens npuemnemoctu (AV)
eAUHHI JpokeH ObiTh HE 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilpoaykt cooTBeTcTBYET TpeboBanuam HJI 3axmoyenue: OJJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToaroroBneno: IIpoBepeHo: ITpoeepero (AOK): | Ono6peno: Obecrnieuenue kauecTsa/OTBETCTBEHHOE JIULO:
Anchal Pravesh Rana Amit Kumar
081 3% Do Qtones
e o
Date / Date / Date / Date / 2 et~ o
Jarta: 24.04.2026 Jara: 24.04.2026 Jlata: 24.04.2026 JHara:
Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tel: +21 40 4900 2900, Fax

CIN: 1

+91 40 4500 2999, Email: mail@
8§5195AP1984PLCO0A507

vdrredays.com

viw direddys.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 56001-07
wwwedrreddys.corm
CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A
Product: Cetrine® film coated tablets, 10 mg
ITpoayxr: Lletpun® TabneTku, NOKpLITLIE MIEHOUHOM 060a0uK0if, 10 Mr
Market / PbiHoK : Russia/ Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne tVAGIE Paszmep cepuu 25,00,000 Tab
Analytical Repovrt No. / . 890001879194 Date of Analysis / 24.04.2026
AHanuTudeckunit oryet Ne JlaTa anaauza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoacTBa TI'open go
Mfg. License No. / .
Mpouseoacraennan : MNB/05/263 G s JITI-Ne(005456)-(PT-RU)
Homep PY
JHIeH3HA Ne

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Aranus nposeaen no HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HOH yNaKoBKH yTBepaaensnt: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4HOMH yNIaKOBKH yTBepkaenbl: 17.02.2025

S Impurities / lIpumecu
[mpurity A /
[Ipumecs A Below LOD (LOD =0.005 %)/ Huxe
npenaena obnapyxenus (I10 = 0,005 %)
Impurity B /
[Tpumecs B 0.03 %
Impurity C/ Below LOD (LOD =0.006 %) / Hixke
[Tpumecs C npenena obHapyxenus (ITO = 0,006 %)
[mpurity D / Below LOQ (LOQ = 0.003 %) / Huxe
[Mpumecs D npezena KOJM4YECTBEHHOTO ONpeeIeHus
(ITKO = 0,003 %)
Impurity E /
[Ipumecs E Below LOQ (LOQ = 0.023 %) / Hixe
npeaena KOM4EeCTBEHHOTO OMNpe/ieieH s
(TIKO = 0,023 %)

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT coorBercTBYeT TpeboBaHusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[Toarorornexo: TlposepeHo: ITposepeHo (AOK): | Onobpeno: Obecneuenue kadectBa/OTBETCTBEHHOE JIULIO:
Anchal Pravesh Rana Amit Kumar
> | 9% 2;70&% et
& o '
Date / Date / Date / Date / o oy ~Lort
Jarta: 24.04.2026 JHara: 24.04.2026 Jlata: 24.04.2026 Jara:

Registered Gffice: 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: | 85195AP1984PLCO0O4A507
www.diteddys.com



Dr. Reddy's Latorateries Lt

Formuiation Unit-6
? @
Dr. Reddy S ‘.0. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solar, P, 173 205, INDIA
Tel ;491 98166 5600102
www diTeddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIU3A
Product: Cetrine® film coated tablets, 10 mg
IpoaykT: LleTpuH® TabieTKH, MOKPHIThIE MIEHOYHOH 06010uKoi, 10 Mr
Market / Poinok : Russia/ Poccus
| .
Batch No. / N Batch Quantity / . 25,00,000 tab/
Cepus Ne ¥ V600533 Pasmep cepuu *25,00,000 Tab
Analytical Repo“rt No./ . 890001879194 Date of Analysis / 24.04.2026
AdanuTuyecKkHi oTyeT Ne JaTta anaausa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
Jata npounsBoacTBa TI'open xo
Mfg. License No. / .
IpousBoacTBeHHan : MNB/05/263 M numbers 1 JITI-Ne(005456)~(PT-RU)
Homep PY
JIHIeH3uA Ne
Analysis performed according to ND: / Ananaus nposegen nmo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YIaKOBKH YTBep:kaeHbr: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO/H yNaKoBKH yTBepkaeHbl: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024
Impurity F / Below LOD (LOD =0.015 %) / Huxe [Not more than 0.2 % / ue 6onee 0,2 %
[Tpumecs F npenena obHapysxeHus (I10 = 0,015 %)
Any individual unidentified Below LOQ (LOQ = 0.05 %)/ Huwxe |[Not more than 0.2 % /
impurity / Jrobast emMHUYHAS npeaena KOJMUECTBEHHOro orpenenenus He 6onee 0,2 %
HEeHACHTUPULIMPOBaHHAA NPUMECH (TTIKO = 0,05 %)
Total impurities / Not more than 2.0% /
Cymma npumecei He 6onee 2,0%
0.0327 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3axmoyenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarororieHo: TIposepeno: ITposepeHo (AOK): | Ono6peno: ObecneueHue katiecTBa/OTBETCTBEHHOE JIMLO:
Anchal Pravesh Rana Amit Kumar
/lqpr Al
O ‘ — yyoe
Lﬁ______ 1 ==
Date/ Date / Date / Date / ) roYyr 1ol
Jara: 24.04.2026 Jara: 24.04.2026 Jara: 24.04.2026 Jara:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560C34, Telangana, india
Tel: +21 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN 1L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":’.

Dr. Raddy's Lanorateries Lid
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 95166 56001-072

www. drreaays cen
CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: Lerpuu® TabneTky, NOKPLITHE IEHOUHOM 060104K0MH, 10 Mr
Market / PoiHok : Russia / Poccus
Batch No. / ] Batch Quantity / 25,00,000 tab / )
Cepus Ne ¥ V0SS Pasmep cepuu 25,00,000 Tab
Analytical RepO}‘t Neo./ . 890001879194 Date of Analysis / 24.04.2026
AuanuTuuyeckui oTyer Ne JlaTa aHaaH3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npouszBoacTBa Togen go
Mfg. License No. / .
| ———— : MNB/05/263 MA. muabers | JIT-Ne(005456)-(PT-RU)
Homep PY

JuieH3us Ne

PL approved: / JIB yreepaxaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen mo HJ: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThbl NepBHYHOI YNaKOBKH YTBepsaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HOl yIaKOBKH yTBepxkaeHsni: 17.02.2025

Ne Test / lloka3zaTennb

Result / PesyabTaTh!

Specification / Hopma

6 Water content /

Not more than 8.0% /

0,
ConepxaHue BOAbI 0% He Gonee 8,0 %
7 Microbiological purity* /
Mukpoouosoruyeckas
yucroTa®
a) Total aerobic microbial count / NA Not more than 1000 CFU/g/
Ob1mee uucno adpobHBIX He 6onee 1000 KOE/r
MUKPOOPraHU3MOB
NA
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / Ob1uee uucno He 6onee 100 KOE/r
NPOMOKEBEIX U MIICCHEBBIX TPUOOB
c) E. coli NA Shall be absent in 1g / OrcyTctBHe B 1 T
8 Assay / KonnuecTBeHHoe From 9.0 mgto 11.0 mg of
onpeaeJeHHe (C21H25CIN203- 2HC (Cetirizine
19.08 e /61&06 B Dihydrochloride) in tablet (90.0 % to 110.0 %

of label claim)./ Ot 9,0 mr mo 11,0 mr

C21HasCIN2O3-2HCI (uetupusnHa

Remarks : The Product confirms to ND/

IIpumeuyanue: Ilponykt cooTeTcTBYET TpeboBanusm HI

Conclusion

: APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TloaroroBneHo: IIpoeepeHo: ITposepeno (AOK): | Onobpeno: Obecneyenue kauecTBa/OTBETCTBEHHOE JIULIO:
Anchal Pravesh Ran Amit Kumar
\-@m "—_/\/ \U)/ ﬁg{uh Loy usty
=
Date / Date / Date / B Date / 1 oM Lok
Jara: 24.04.2026 Jara: 24.04.2026 Jlata: 24.04.2026 Jara:

Registered Cffice: 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: L85 195AP1.984PLCO04507
wyiw. drreddys.com




Dr.Reddy’s ":'

Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykrt: LleTpuH® TabeTKH, MOKPBIThIE MIEHOYHOH 060Joukoi, 10 mr

aunenzua Ne

Market / Poinok : Russia/ Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus No t ¥aE00833 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 800001879194 Date of Analysis / 24.04.2026
AHaJauTHYecKHii oTyeT Ne JMata ananausza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npon3BoacTBa B B T'omen no
Mfg. License No. /

MA number: /

: JITI-Ne -(PI'-

IIpousBoacTBeHHas MNB/05/263 Homep PY (005456)-(PI'-RU)

PL approved: / JIB yrepixaen: 15.05.2024

Analysis performed according to ND: / Auann3 nposegen no H/: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOH YIaKOBKH yTBep:aeHbl: 12,11.2024
Artworks of secondary package approved: / MakeTn! BTOpHUYHOIi YTaKoBKH yTBepsaeHbi: 17.02.2025

Ne Test / TokasaTens Result / PezyabTaTsl

Specification / Hopma

\muruapoxiaopun) B tabsetke (ot 90,0 % 10
110,0 % OoT HOMUHAJILHOTO COAEPIKAHMSA).

9 Subdivision of tablets /
Jesenue TadaeToK

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. /
TaGeTKH COOTBETCTBYIOT TPeGOBAHUSM, €CH
He Gonee 1 eqMHUYHAsA Macca OTKIIOHAETCA 3a
npenesnsl 85%-115% ot cpenneit Mmacchl.
TabneTky He COOTBETCTBYIOT TPeOOBAHUAM,
ecnu 6onee yeM 1 MHAMBUAYanbHAs Macca
OTKIIOHSIETCS OT 3THX MpeesIoB Wiu, eciy 1
MHAMBUIYaNbHas Macca OTKIIOHSETCA 3a

Remarks : The Product confirms to ND/
Ipumeyanne: Ilponykt cooTBeTcTBYET Tpebosanuam HJL

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoarorosneHo: ITposepeHo: TIposepeno (AOK): | Omo6peno: Obecneuenne kauecTra/OTBETCTBEHHOE JIULIO:
Anchal Pravesh Rana Amit Kumar
&N o W Dajon St
P -
Date / Date / Date / Date / ),:"; YWl
Jara: 24.04.2026 JHara: 24.04.2026 Jata: 24.04.2026 Jlara:

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

Tel: +Q1 40 4900 2300, Fax: +91 40 4300 2999, Emzil: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s ":‘.

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

Vill. Xhol, Nalagarh Road, Baddi,
Distt. Solan, H.F 173 205, INDIA
Tel : +91 98166 >6001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: LletpyH® TabneTkH, MOKPHIThIE IUIEHOYHOH 060s104KOH, 10 Mr

Market / PoIHOK : Russia / Poccus

auuensusa Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust No % M2G00835 Pasmep cepuu 25.00,000 Ta6
Analytical Repovrt No./ . 890001879194 Date of Analysis / 24.04.2026
AHaJHTHYECKHIT oTueT Ne JlaTa aHaau3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JaTa npon3soacTBa TI'onen no
Mfg. License No. /

MA number: /

: I1-Ne(005456)-(PT'-

IIponspoacTBeHnas MNB/05/263 Homep PY J ( )-(PT-RU)

PL approved: / JIB yrBepaxaen: 15.05.2024

Analysis performed according to ND: / Ananns nposeaen nmo H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH YyTaKOBKH yTBep:kaenbl: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO#H YNIAKOBKH yTBep:kaeHbI: 17.02.2025

No Test / [lokazaTean Result / PesyabTaThl Specification / Hopma
npenensl 75%-125% ot cpeaHeit maccol.
10 Package / Onucanune ynakoku |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. / ITo 10 Tabnetok B ja carton. / [To 10 Tabnerok B
[IBX/TIBJIX//antomunnesom 6nucrepe. |[[IBX/IIBJX//amomunnesom Gnrcrepe. 1o 2
[To 2 Gnucrepa BMecTe C IUCTKOM- unu 3 6aucrepa BMecTe ¢ IMCTKOM-
BK/Ja/BIIEM YTAKOBAHBl B MAUKY BKJIAJ(bILLEM YTIAKOBAHB! B NMAYKY KAPTOHHYIO.
KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooTBeTCTRBYET See Module 1, section 1.3.2 of registration
dossier. / B cooTBeTcTBHU € paznesoM 1.3.2
) Moayns 1 perncTpauMOHHOrO OChE.
12 |Storage conditions / YesoBust At temperature not higher than 25 °C / [Ipu temnepatype He Bbitre 25 °C.
XpaHeHHsi
13 Shelf-life (storage period) / Cpox]3 years. / 3 ropa.
roAHOCTH (CPOK XpaHEeHHs)

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykT cooTeTcTBYET Tpebosanuam H/I

Conclusion : APPROVED /
3akawuyenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToaroTosneHo: Ipoepeno: ITpoeepeno (AOK): | Onobpeno: Obecneuenne kauecTBa/ OTBETCTBEHHOE JIMNO:
Anchal Pravesh Rana Amit Kumar
N | W D qanbosos

/4 - A

22 ) /\ iy
Date / Date / Date / Date / A e
JlaTa: 24.04.2026 Jata: 24.04.2026 IlaTa: 24.04.2026 Jara: v

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: L85195AP1984PLCO04507
wyww.drreddys.com




Dr. Reddy's Laboraiories Ltd
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt, Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02

Dr.Reddy’s Q?‘

www. drreddys.com
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Letpun® TabneTku, MOKPEITHIE NJIEHOUHOH 060n0oukoi, 10 mr
Market / Peinok : Russia/ Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne iy Pasmep cepum 25,00,000 Ta6
Analytical Repo:‘t No./ . 890001879194 Date of Analysis / 24.04.2026
AHaluTHYeCKHii oTyeT Nt JlaTa aHaau3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa Npon3BOACTBA T'omen no
Mfg. License No. / .
IIpoH3BOACTBEHHAS : MNB/05/263 M numbers] JITT-Ne(005456)-(PT-RU)
Homep PY

Junen3us Ne

Analysis performed according to ND: / Ananus nposegen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBu4YHOI yNaKoBKH yTBep:kaAeHbl: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOIi yIaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yrsepaxaen: 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. / IIpoBoguTcst IPOU3BOIUTENEM IPHU BhIMYCKE NMEPUOAUIECKHU: 11 Kaxcoi 20-o0it
cepuH 1k He Menee 1 pasa B rof. [lokazarens Moxet ObITh He BKIOYeH B CepTHdHKaT aHanm3a GUpMBL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: IIponykt cooTBeTcTBYeT Tpebosanusam HJJ 3akaoyenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoarotoBneHo: [TpoeepeHo: [Mposepeno (AOK): | OnobpeHo: Obecneuenue kauectra/OTBETCTBEHHOE JIULIO:
Anchal Pravesh Rana Amit Kumar

om Pt | ] Dorpor Lo
Date / Date / Date / Date / ) 1 oy otk
Jara: 24.04.2026 Jara: 24.04.2026 JHara: 24.04.2026 Jara:

3, Banjara Hills, Hyderabad - 560034, Telangana, India
191 40 4500 2999, Emeil: mail@drreddys.com
5195AP1984PLCO04507

Awiv.direddys.com

Registered Office: 8-2-337, Road No.
Tel: +91 40 4900 2900, Fox:

CIN: L8

\u



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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IIpoayxT: Uetpnu® TabneTku, NOKpbITHIE NIeHOUHOH 06oa0ukoi, 10 Mr

Market / Poinok : Russia/ Pocens

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

Cepus Ne d V2600833 Pa3zmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001879194 Date of Analysis / 24.04.2026

AnanuTuyeckuii oTyer No JaTa ananuza

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

JlaTa nponsBoacTBa T'ogen go

Mfg. License No. / .

IIpousBoacTBEeHHAR : MNB/05/263 A AEDER JITI-Ne(005456)-(PT-RU)
Homep PY

Junuen3us Ne

PL approved: / JIB yTepsaen: 15.05.2024

Analysis performediaccording to ND: / Ananu3 nposeaen mo HJ/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTb! NepBUYHON YNaKOBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI yIakoBKH yTBep:KaeHbl: 17.02.2025

API name / Haumenosanue ADC:

Cetirizine dihydrochloride / Llerupusuna AMruapoxaopua

INN /MHH:

Cetirizine / Uetupusunu

API manufacturer batch number /
Homep cepun npoussoanreas APC:

BT00-26011

FP Manufacturer API Batch number /
Howmep cepuu cyG6eranuun npoussoaurens [JID:

FETA00163

API Manufactured by, address & country /
IIponssoaurtens, A®C, agpec u crpaHa:

Glochem Industries Private Limited,
Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Unnactpuec Ipakieut Jlumuten,
Vuactku Ne 174-176, U I.A., Bonnapam, Canrapenau
Hvictpukr - 502 325, Xaknapaban, wrtat Tenanrana, Mugus

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

HaunmeHoBaHue, agpec, THIEH3HA K
ITpoussoacreenHas miowanka / Ilnomagka kouTposas
KkayecTBa / IInomagka BelmycKa

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 Pennym’ ¢ Jlaboparopuc Jltx.,
IIpouzBoacTBEHHOE NoapazaeneHue-6, Bumn. Kxons, Hanarapx
Poyn, Banau, Juctpukt Conan, X.I1., 173205, Unaus
(JInuensus 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 /
IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBaHuaM HJL 3akaruenune: OJJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[oAroToBIIEHO: IpoBepeHo: Iporepeno (AOK): | Onobpeno: Obecrieuenne kadectea/ OTBETCTBEHHOE JIMLO:
Anchal Pravesh Rana Amit Kumar g
]

L&( ﬁ / 7

../q
Date / Date / Date / Date / } 1 oM YA

‘ Hara: 24.04.2026 Hata: 24.04.2026 Hata: 24.04.2026 JlaTa:

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4500 2999, Email: mail@drrecldys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd
Formuiation Unit-6

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

www. drreddys.com

Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LletpuH® TabneTKH, MOKPHITHIE MIICHOYHOH 060m0yKkoi, 10 Mr

Market / PeiHok : Russia/ Poccust

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

Cepus Ne ¢ VZGOIRAS Pa3mep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001879194 Date of Analysis / 24.04.2026

AHanuTH4ecknii oTyeT Ne Jlata ananuza

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

JlaTa npou3BoACTBA TogeH go

Mfg. License No. / .

IponsBoacTBenHas : MNB/05/263 MA minhers ] JIT-Ne(005456)-(PT-RU)
Homep PY

JnHueHzus Ne

Analysis performed according to ND: / Anaaus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI YIAKOBKH yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yNaKOBKH yTBepaxaeHbl: 17.02.2025
PL approved: / JIB yrBep:kaen: 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
establishedy. /

3ak04eHne 0 cooTBeTcTBUM: «HacTosUM s MOATBEPXKIAl0, YTO NMPUBEACHHAS Bbillle HHQOpPMALMs ABISAETCS TOCTOBEPHOM U
TOYHOM. DTa cepusi MPOAYKLUMH Mpou3BeAcHa (BKIIOYAs YNAkKoBKY (MapKMpOBKY) H KOHTPONb KauecTBa) Ha BbILLEYKa3aHHOMN
NpPOM3BOACTBEHHON fIolnanke (Molaakax) B MOJHOM COOTBETCTBHY C TpeGoBaHUAMH [IpaBui Hajiexalleld Npou3BOACTBEHHON
npaktuku EBpasmiickoro 3koHoMuyeckoro cotoza (Ne GMP/EAEU/RU/02329-2025 ot 19 cenrsabps 2025 r.) u TpeboBaHHAMU
KOHTPOJIS KaYecTBa JIEKAPCTBEHHBIX CPEICTR, & TAKXKE B COOTBETCTBUH CO CHELHGHKALMAMH, COACPIKALIAMHCS B PECHCTPALIIOHHOM
JOChE CTPaHEI-UMIIOPTEPA. 3alMCH IO MPOU3BOJACTBY, YMAKOBKE M aHAIM3Y [POBEPEHBI, U YCTAHOBJIEHO WX COOTBETCTBHE
TpeGoranusam ITpagun Haaexauell NPOU3BOACTBEHHOM NPAaKTHKKM EBpazuiickoro 5SKOHOMU4ECKOro CO3ay.

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

Ipumeuanwne: Ipoaykr coorBercTBYET Tpebopanuam HJL 3akaouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonroroBneHo: IIpoBepeno: ITposepeno (AOK): | Onobpeno: Obecneuenue kayectsa/OTBETCTBEHHOE JTHLIO:
Anchal Pravesh Ran Amit Kumar W

Date / Date / Date / Date / ) oM ks

Jara: 24.04.2026 Hata: 24.04.2026 JHara: 24.04.2026 Jlara:

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

Tel: 491 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www. diteddys.com





