Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

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

CEPTHOUKAT AHAJIN3A

|IIpoaykr: etpuH® TabieTKH, MTOKPHITHI

|Product: Cetrine® film coated tablets, 10 mg

€ TJieHo4YHo#H obonoukoi, 10 mr

|Market / Peinok : Russia / Poceust

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

Cepus No : Rl Pa3smep cepun 25,00,000 Tab

Analytical Report No. /

Date of Analysis /

auuensus Ne

Howmep PY

= : 890001886088 30.05.2026
AHannTuyeckuii oTyer No JarTa anannsa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npousBoacTea T'ogen o
Mfg. License No. /
i iR i . MNB/05/263 L3, Mg JITI-No(005456)-(PT-RU)

Analysis performed according to ND: / Ananus nposeaer no HJ/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTs! mepBHYHO# YIaKOBKH yTBepxaeHbl: 12.11.2024

Artworks of secondary package approved: / MakeTbl BTOpH4HOii YNaKkoBKkH yTBepskaeHbl: 17.02.2025
PL approved: / JIB yreep:xaen: 15.05.2024

Ne

Test / Iloka3zaTennb

Result / PesyabTaThb

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyriele INBOSKOBBIUTYKIBIE TabIeTKH,
MOKpPEITBIE  [NEHOYHOH  060s04KOi
Oesoro LBeETa, C PWCKOM Ha OOHOM
cropoHe. Ha mnonepeuHoM paspeze —
spo Henoro 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.
/' Kpyrsiple ABOSKOBBINYKJEIE TabNETKH,
MOKPBITEIE TUIEHOYHOH oGonoukoi 6Gesoro
WJIH TIOUTH GeNIoro UBeTa, ¢ PUCKOM Ha OHOM
cropoHe. Ha nonepeynom paspese sApo OT
0eJ10T0 10 MOYTH 6€JIoTO 1IBETA.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr cooTBeTCTBYET Tpebosanusam HJI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IToaroronexo: TIposepeno: IMpoeepero (AOK):
Rama Kant Pardeep Kumar Amit Kumar

Approved by: Quality Assurance/Authorized person /
Omo6peno: ObecneueHue kauecTea/OTBETCTBCHHOE JIMLIO!

Ly

g

Hara: 30.05.2026

i
Date /

Jara: 30.05.2026

Date /
Jara: 30.05.2026

- Nl
LAY

Registered Gffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034 Tnlangana, India
Tel: +91 4G 4900 2800, Fax: +91 40 4900 2998, Email: mail@drreddvs com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":

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

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

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10

mg

Ipoaykrt: LlerpuH® TabeTkH, MOKpHITHIE IEHOYHOH 060104ykoit, 10 Mr

auneH3us Ne

Market / PbiHOK : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi N * V2601106 Paszmep cepuu 25,00,000 Ta6
Analytical Repourt No./ . 890001886088 Date of Analysis / 30.05.2026
AHanuTuYecKHid oTueT Ne JlaTa ananuza
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BoOACTBA Topex xo
Mfg. License No. /
MA number: /
IIpoussoacTBeHHas : MNB/05/263 Homep PY JITI-Ne(005456)-(PI'-RU)

Analysis performed according to ND: / Anaau3s nposeaend no HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBU4HOI YNaKOBKH yTBepskAeHbI: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi yNaKoBKH yTBep:kaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne Test / Iloka3zaTennb

Result / PesyabTaTsi

Specification / Hopma

2 Identification /

HaenTnduxauus

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 ynepkuBaHus
OCHOBHOT'O MMKA Ha XpOMaTorpamMmme
MCIBITYEMOTO PacTBOPa COOTBETCTBYET
BpEMEHU YIEP)KUBAHKS OCHOBHOTO MHKa
Ha XpOMaTOrpamMMe CTaHIapTHOrO
pacTBOpa LIETHPU3UHA TMAPOXJIOpHIA.

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>KUBaHUA OCHOBHOIO MUKa Ha
XpoMaTorpaMMe HCIbITyeMOro pacTBopa
NOSKHO COOTBETCTBOBATH BpEMEHU
yIep>KUBAaHUS OCHOBHOTO MUKA Ha
XpOoMaTorpaMmme CTaHAApTHOTO pacTBopa
LIETUpU3MHA TMIpoXIopHIa (pa3aen
«KonuuecTBeHHOE OMpeneieHUe).

Remarks : The Product confirms to ND/

Ilpumeuanne: IIpoayxr coorpercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3axmoyenne: ONOGPEHO

Prepared by / Checked by /
[Toarotorneno: IIpoBepeHo:
Rama Kant Pardeep Kumar

" -

-

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

Approved by: Quality Assurance/Authorized person /
Opobpeno: ObecneueHue kauecTBa/ OTBETCTBEHHOE JILO:

'Y

o

Jata: 30.05.2026

Date /
Jara: 30.05.2026

/\
Date /

Hara: 30.05.2026

Date /
JlaTa:

F o
\/VM/Q?O%

Y <o 7

Registered Office: £-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034 “in!angana, India
Tel: +91 40 490G 2500, Fax: +91 40 4900 2999, Email: mail@drredcs com
CIN: L35195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:'.

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

Viil. Khol, Natagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91. 98166 56001-02
www.drreddys.corn

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LletprH® TabNEeTKH, MOKPHITHIE TIEHOYHOH obonoukoi, 10 mr

Market / PeiHox : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne § V601100 Pasmep cepun 25,00,000 Tad
Analytical Rep0ft No./ . 890001886088 Date of Analysis / 30.05.2026
AHanuTHueckHii oTyeT No Jarta ananusa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BOACTBA TI'open oo
Mfg. License No. /
MA number: /
IMpousBoacTBeHHAs : MNB/05/263 Howmep PY JITT-Ne(005456)-(PT"-RU)

JuIeH3Ha Ne

Analysis performed according to ND: / Anann3 nposeaen no H/I: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makers! nepsu4Hoii ynakoBKkH yTBepacaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO# YHaKOBKH yTBepxkaeHbl: 17.02.2025

PL approved: / JIB yreepskaen: 15.05.2024

No Test / IlokazaTesn Result / Pe3ysibTaThi

UV- spectrophotometry / R
Y ®- ciektpodoTomMeTpust

Specification / Hopma

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®-cnekTpsl MOTNIOMEHNS
HCILITYEMOTO pacTBOpa U CTAHOAPTHOTO
pacTBopa LeTHPU3WHA TUAPOXJIOPHAA B
obnactu ot 200 1o 400 HM JOMKHBEI UMETH
MAKCUMYMBI [IOTJIOIIEHUs TIPH OHOMU M TOM
yKe JJTHHE BOJIHBI ¢ JOIMYCTUMBIM
OTKJIOHEHHEM £ 2 HM.

Dissolution / PachsopeHue

96 %

95 %; 96 %; 98 %; 94 %; 96 %;

INot less than 80% (Q) of the labeled amount
of C21H>sCIN-O5-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHUHANLHOTO CONEPIKAHUS
C»1H25CIN,O5-2HCI (uetupusuna
nuruapoxiopun) uepes 30 MuH.

Remarks : The Product confirms to ND/
ITpumeyanue: [Iponyxt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axnwuenne: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA) /
Iloarorornexo: ITpoBepeHo: IMpoeepeno (AOK):
Rama Kant Pardeep Kumar Amit Kumar

of | g

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

: /\f %
; - A\WWE 5
Date / Date / Date / Date / )\/ = (\J /%
Hara: 30.05.2026 Jata: 30.05.2026 | Jata: 30.05.2026 Hara: /z_@ ~C
=" T4 / 73

Registerad ¢

Office: 8-2 337, Read Mo 2, Banjara Hills, Hyderabad - 500034 “rlangana, india

Tol: 191 40 4900 2500, Fax: +91 40 4900 2999, Email: mall@drrec: 'JA .com
CIN: [ 85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykT: LleTpuH® TabneTkH, MOKPLITHIE UIEHOYHOM 060J109KOH, 10 Mr

Market / Puinok : Russia / Poccus

JuieH3us Ne

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

Cepus Ne + V2601106 Pazmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001886088 Date of Analysis / 30.05.2026
AHannTH4ecKHif oTueT No Jata ananusa

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

JlaTa npoussoacTea I'opeH o

Mfg. License No. / .

IIpoN3BOACTBEHHAS : MNB/05/263 MAnnmberz/ JITT-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yreepaxaen: 15.05.2024

Analysis performed according to ND: / Anasnns nposeaen nmo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBU4HOIi YIaKOBKH yTBep:aeHbr: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOI YIAKOBKH yTBepxkaeHbl: 17.02.2025

Ne  |Test/ Iokasarens Result / PesynbTaTnl Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not more
OHOPOAHOCTH J03UPOBAHHBIX 5.0 than 15.0 / [Tokazatens npuemnemocth (AV)
leMMHULL JloJkeH ObITh He Gonee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED / B
Ipumeuanne: IIponykt cooTBeTcTBYET Tpeboranmam HJL 3akawuenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloarotorneHo: IIposepeno: ITposepeno (AOK): | Onobpeno: ObecnieueHue kauecTBa/OTBETCTBEHHOE JIULO:
Rama Kant Pardeep Kumar Amit Kumar
%Mﬁ | A )
L — — 4 ™\ \ () Fon |
Date / ' Date / Date / Date / N U/ —\ A)) 7
Hata: 30.05.2026 [Hara: 30.05.2026 | Hara: 30.05.2026 Hara: J /7 D ')/O
"y e ‘{/

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

Tel: +91 46 4900 2900, Fax: +91 10 4900 2999, Email: maill@drrect -
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ":‘.

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

Viil. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.corm

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
ITpoaykt: LletpuH® TabieTku, MOKpPhIThIE MUIEHOYHON 000J104KOM, 10 Mr

Market / Poinox

: Russia / Poccus

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

Cepusn Ne P ¥E00l106 Pasmep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001886088 Date of Analysis / 30.05.2026

AHanuTHyeckuii oTyer Ne JlaTta aHanu3a

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

Jata npousBoacTBa I'ogen o

Mfg. License No. /

Mpou3soacrEennas : MNB/05/263 WA munliers # JITI-Ne(005456)-(PT-RU)
Homep PY

aunensna Ne

Analysis performed according to ND: / Ananns nposeaen mo HJ/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHON YIaKOBKH yTBepxkAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HOIl yNakoBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yrBepxaen: 15.05.2024

5 Impurities / IIpumecu
[mpurity A /
[Tpumecs A

Impurity B /
[Ipumecs B

Impurity C/
[Tpumecs C
Impurity D /

[Tpumecs D

Impurity E/
[Tpumecs E

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

0.04 %

Below LOD (LOD =0.006 %) / Huxe
npenena o6Hapysxenus (ITO = 0,006 %)

Below LOQ (LOQ = 0.003 %) / Huxxe
npe.ne.na KOJIMHECTBEHHOIO ONPEACITICHHA
(TTIKO = 0,003 %)

Below LOQ (LOQ = 0.023 %) / Huxe
npejiesia KOJIMYECTBEHHOTO OMpPeAeNeH s
(TTIKO = 0,023 %)

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

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

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

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

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

Remarks : The Product confirms to ND/
Ilpumeuanne: ITponyxt coorBeTcTByeT Tpebosanuam HJI

Conclusion : APPROVED /
Jaxmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IToaroroeneHo: IIpoBepeHo: ITposepeHo (AOK):
Rama Kant Pardeep Kumar Amit Kumar

D

Approved by: Quality Assurance/Authorized person /
OpnobpeHo: Obecneuenue kauecTra/ OTBETCTREHHOE JIULIO:

g
e 72
/\ N (\ | il Y,
Date / Date / Date / Date / \\y‘/ 0}7
Jara: 30.05.2026 JHara: 30.05.2026 Hata: 30.05.2026 Jara: A‘O

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034 7+'angana, India
Tet: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreciv: rom
CIN: .85195AP1984PLC0O04507
www.drreddys.com
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Dr.Reddy’s ‘..o.

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 AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IlpoaykT: LletpuH® TabaeTKH, MOKPHIThIE INIEHOYHOMH 060104KOMH, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne b Pa3mep cepun 25,00,000 Ta6
Analytical Repourt No./ . 890001886088 Date of Analysis / 30.05.2026
AHaJHTHYECKNIi oTueT Ne JlaTta aHanu3a

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

JlaTa npousBoacTBa TogeH ao

Mfg. License No. /
IIpousBoacTBeHHAS
anneHszus Ne

: MNB/05/263

MA number: /

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

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Anann3s nposeaen nmo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HON yNaKoBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOH yIaKoBKHU yTBepaxaeHbl: 17.02.2025

Impurity F /
[Ipumecs F

Any individual unidentified
impurity / JTro6as equHuYHas

HeuaeHTU(GULHMPOBaHHAS NPHUMECh 0.05 %
Total impurities /
CyMMa npumeceii

0.1%

Below LOD (LOD =0.015 %) / Huxe
npeaeia ooHapysxenus (ITO = 0,015 %)

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

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

Not more than 2.0% /
He Gonee 2,0%

Remarks : The Product confirms to ND/
IIpumeyanne: IpoaykT cooTBeTcTBYET TpeboBaHMsiM HI

Conclusion : APPROVED /
3axnwuenne; OJJOBPEHO

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034
Tel: 491 4G 4900 2900, Fax: +91 40 4900 2999, Email: mail@drrec:iv

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IMoaroroBneHo: IIpoBepeHo: IIporepeno (AOK): | Onobpeno: Obecneyenre kauecTBa/OTBETCTBEHHOE JIULO:
Rama Kant Pardeep Kumar Amit Kumar
7 /\ 'S, rogw
Date Date / Date / Date / M )
Jara: 30.05.2026 Jlara: 30.05.2026 | Hara: 30.05.2026 Jlara: K \, A 1y "7/
KD L v/

totangana, India
com

CIN: Lt25195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:'.

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

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

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxr: Lletpun® tabneTkH, NOKpbIThIE MIEHOYHOH 060104KOH, 10 Mr

Market / Poinox : Russia / Poccust

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne ¥ VZG0LIS Pa3zmep cepun 25,00,000 Ta6
Analytical Repourt No./ . 890001886088 Date of Analysis / 30.05.2026
AHAJIHTHYECKHI oT4eT No JlaTta anaausa

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

JlaTa npon3BojacTBa T'onen no

Mfg. License No. /
IIpousBoacTBeHHAast
JuHueHsna Ne

: MNB/05/263

MA number: /

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

PL approved: / JIB yrsepsxaen: 15.05.2024

Analysis performed according to ND: / Ananau3 nposeaed mo H/I: JITT-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH ynaxoBKH yTBepsxaennr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YIAKOBKH YTBepxAeHbl: 17.02.2025

Ne | Test/ [loka3zaTtenn Result / PesyabTarbt Specification / Hopma
6 Water content / 28% Not more than 8.0% /
Copaepkanne BOAbI ' ’ He 6onee 8,0 %
7 Microbiological purity* /
MukpobuosoruuecKas
yuerora®
a) Total aerobic microbial count / Not more than 1000 CFU/g /
Obuiee yncno a3pobHbIX NA He 6onee 1000 KOE/r
MHUKPOOPraHW3MOB
b) Total combined yeasts and NA INot more than 100 CFU/g /
mould count / O61uee yncno He 6onee 100 KOE/r
JIPOIKIKEBBIX Y [UIECHEBBIX rpHOOB
¢) E. coli NA Shall be absent in 1g / Orcytcrerue B 1 r
8 Assay / KonuuecTBeHHOE From 9.0 mgto 11.0 mg of
onpeneaeHue C21H25CIN,O3- 2HCI (Cetirizine
P P 118% /113’11 . ihydrochloride) in tablet (90.0 % to 110.0 %
e of label claim). / Ot 9,0 mr g0 11,0 mr
C2HasCIN»O3-2HCI (uetupusuna

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr coorsercTyeT TpeboBanmuam HJL

Conclusion : APPROVED /
3axnouyenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToAroTOBMEHO: IIpoBepeHo: Ipoeepeno (AOK): | Omobpeno: ObecneueHue kayecta/ OTBETCTBEHHOE JIULIO:
Rama Kant Pardeep Kumar Amit Kumar
& -
hL\ \ D

Date / Date / Date / Date / \ R)UL7 3 /OX ¥ A
Jara: 30.05.2026 Jara: 30.05.2026 | Jlara: 30.05.2026 Jara: P c\Q

N o

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500634 7<'angana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drred: v

om

CIN: i85195AP1984PLC0O04507
www drreddys.com




Dr.Reddy’s “:O

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

Viil. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tei : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IMpoaykr: Lerpuu® tabneTky, MOKPLIThIE MIIEHOYHOM 06010uKo#, 10 Mr

auuensus Ne

Market / PoiHok : Russia / Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne 1 V2601106 Paszmep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001886088 Date of Analysis / 30.05.2026
AHajauTu4YecKHii oTyer No JlaTa aHanu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
Jara npon3BoacTea I'oseH no
Mfg. License No. /

MA number: /

& T1-Ne | o

IIpousBoacTBeHHAS MNB/05/263 Homep PY JITI-Ne(005456)-(PI'-RU)

PL approved: / JIB yrBepsxaen: 15.05.2024

Analysis performed according to ND: / Anasuns nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOI YNIaKOBKH yTBepxaensnl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HOH yNaKOBKH yTBepaaenni: 17.02.2025

Ne Test / ITokazaTesan Result / PesyapTaThl

Specification / Hopma

nuruapoxsopun) B Tabnerke (ot 90,0 % mo
il 10,0 % OoT HOMHHANIBLHOTO COAEpIKAHUA).

9 Subdivision of tablets /
Jlesenne TabJIeTOK

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 TpebOBaHUSM, €CITH
He Gosiee 1 eAMHMYHAs Macca OTKJIOHSETCs 32
npenensbt 85%-115% ot cpenHeii macchl.
TabneTky He COOTBETCTBYIOT TPEOOBAHUAM,
eci 6onee yeM 1 MHAMBUAYaNbHAS Macca
OTKJIOHSETCA OT ITUX TIPEIENOB HITH, eClH 1
MHAUBUIYasibHas Macca OTKJIOHAETCS 3a

Remarks : The Product confirms to ND/
IIpumeqanne: IlpoayxT cooTBercTByeT Tpeboanusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IloarorosneHo: IIpoBepeHo: ITporepeno (AOK):
Rama Kant Pardeep Kumar Amit Kumar

3| e

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneyenne kayecTBa/OTBETCTBEHHOE JIMLIO:

Date / Date / Date / Date / \&}V /D 2
Jara: 30.05.2026 JHara: 30.05.2026 Jara: 30.05.2026 Jlara: @D ‘79
S Z
Registered Office: 8-2-237, Road Mo 3, Banjara Hills, Hyderabad - 500034 i-lingana, India

om

Tet: 491 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drres:’v

CIN: i85195AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Disit. 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

IMpoaykr: LleTpnu® TabneTkH, NOKPHITHIE MIEHO4HOH 060m04KoMH, 10 MT

Market / PoiHox : Russia / Poccusa

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusn Ne k VAGHLH Paszmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001886088 Date of Analysis / 30.05.2026
AHanuTH4ecKkuii oTueT No JlaTa aHanu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BOACTBA I'oaen o
Mfg. License No. /

MA number: /

: JITT-Ne(005456)-(PT-

IIpousBoacTBEeHHAS MNB/05/263 Homep PY Ne(0 6)-(PT’-RU)

auuensusa Ne

Analysis performed according to ND: / Ananus nposeaen nmo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MaxeTbl nepBH4HOI ynaKkoBKH yTBepxaenni: 12.11.2024
Artworks of secondary package approved: / MaxeTbl BTOPHYHOIH yNnaKoBKH yTBepxkaeHsbl: 17.02.2025

PL approved: / JIB yrBep:kaen: 15.05.2024

Ne Test / Ilokazaresn Result / PesyabTaThl Specification / Hopma
npenaensl 75%-125% ot cpeaneii Macchl.
10 Package / Onucaune ynakosku |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 Tabnerox B |a carton. / ITo 10 Tabnerok B
[IBX/TIBJAX//amoMuuueBom 6aucrepe. [[IBX/TIBJX//amomunuesom Gnuctepe. [To 2
[To 2 GnucTepa BMECTE C JINCTKOM- 1nu 3 Grrcrepa BMeCTe € JIMCTKOM-
BKJIA/IBILLIEM YIIaKOBaHBI B AYKY BKJIA[BIIIEM YTAKOBAHAI B N1a4Ky KAPTOHHYIO.
KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooTBeTCcTBYET See Module 1, section 1.3.2 of registration
dossier. / B cootBeTcTBUM ¢ pazaenom 1.3.2
| MozyJisi 1 perucTpauMoHHOro 10ChE.
12 Storage conditions / YcaoBus  |At temperature not higher than 25 °C / Tlpu Temneparype He Boime 25 °C.
XpaHeHust -
13 Shelf-life (storage period) / Cpok[3 years. / 3 rona.
TOAHOCTH (CPOK XpaHeHH:)

Remarks : The Product confirms to ND/
IIpumeuanue: Ilponykt cooTBeTCTRBYET TpeboBaHusaM H]J

Conclusion : APPROVED /
3akawuenue: OJJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarotosneHo: IpoBepeHo: Iposepeno (AOK): | Omo6peno: Obecnieyenne KauecTBa/OTBETCTBEHHOE JIMLIO:
Rama Kant Pardeep Kumar Amit Kumar
| N
'Y ~ AC = ﬂ
Date / Date / Date / Date / / RV EAry.=
Jara: 30.05.2026 Hata: 30.05.2026 | Hara: 30.05.2026 Jara: (L,O ‘)Q

Registered Office: 8-2-237, Read No 3, Banjara Hills, Hyderabad - 500034 “'angana. India
Tel- 491 40 4200 2600, Fax: +91 40 4900 2999, Email: mall@drreidve “om
CIN: £.35195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

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

Ipoaykr: Lletpun® TabneTky, MOKPHITHIE IeHOUHOH obonoukoit, 10 Mr

Market / PoiHOK : Russia/ Poccus

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

Cepust Ne + V2601106 Pa3smep cepuu 25,00,000 Tab

Analytical Repourt No./ . 800001886088 Date of Analysis / 30.05.2026

AHaanTH4eckHii oTyer Ne Jara ananusa

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

JlaTa NpoH3BOACTBA I'ogen go

Mfg. License No. /

IIpousBoacTBeHHadA : MNB/05/263 ML mmber: 4 JITT-Ne(005456)-(PT-RU)
Homep PY

JinneH3us Ne

Analysis performed according to ND: / Ananu3 nposenen no H/I: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbi nepBu4HOi ynaKkoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO YNIAKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepikaen: 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. / [IpoBoaXTCs POM3BOAUTESIEM TIPH BLINYCKE TIEPUOANYECKH: A KaskaoH 20-0k
cepuH Ui He MeHee 1 pasa B roa. [Tokasartens MoxeT G5ITh He BkmodeH B Ceprudukar ananuza gupmel.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cooTBeTcTBYET Tpebosanuam HII 3aknwuenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroToBneHo: ITposepeHo: IMposepeno (AOK): | Onmobpeno: Obecneuenne xayectra/OTBETCTBEHHOE JIMLIO:
Rama Kant Pardeep Kumar Amit Kumar

| . o
Date / Date / Date / Date / )
Hara: 30.05.2026 Iata: 30.05.2026 | Hara: 30.05.2026 Hara: \s /(’0 Q

N 2

Sffice: #-2-2337, Read No. 3, Baniara Hills, Hyderabad - 500034 ™ 'mgana India
com

Registerad ¢
Tel- +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drroc
CIN: .85195AP1984P1 C004507
www drreddys.com



Dr.Reddy’s ":‘

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

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P,, 173 205, INDIA
Tel: +91 9816€ 56001-02
wyw.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIV3A

Product: Cetrine® film coated tablets, 10 mg

Hpoaykr: [erpuu® TabneTku, NOKPHITHIE MIEHOYHOM 060104KO#H, 10 Mr

Market / PbiHok : Russia / Poccus

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

Cepus Ne H Y2001 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001886088 Date of Analysis / 30.05.2026

AHaguTHYeCKH i oTueT Neo Jara ananu3a

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

JlaTa npousBoacTBa Iosen go

Mfg. License No. /

TIpou3BoACTBeHHAS : MNB/05/263 BlAnumbers JITT-Ne(005456)-(PT-RU)
Homep PY

JHueH3na Ne

PL approved: / JIB yrsepxaen: 15.05.2024

Analysis performed according to ND: / Ananus nposegen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTnl NnepBHYHOH yaKOBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yNaKOBKH yTBepxAeHbl: 17.02.2025

API name / HaumenoBanue ADC:

Cetirizine dihydrochloride / Lletupusuta auruapoxnopua

INN /MHH:

Cetirizine / Lletupuzun

API manufacturer batch number /

Homep cepun cyberannnn npoussoanrean IJID:

Homep cepun nponssoauteis ADPC: BT00-26013
FP Manufacturer API Batch number / SERAGGLAA

API Manufactured by, address & country /
IIpoussoantennr ADC, aapec i cTpaHa:

Glochem Industries Private Limited,
Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Mupacrpuec [paiigut Jlumuren,
Yyacrku Ne 174-176, U.J1.A., Bonnapam, Canrapenau
Jucrpuxr - 502 325, Xaiinapaban, wrar Tenanrana, Uuaus

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

HanmenoBauue, aapec, JIHUEH3HA ANA
ITpoussoacTeennas miomaaka / Inomaaxa koHTpon
kauecrsa / [laomaaka seinycka

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

I-p Pennu'c JTaGopatopuc Jlta.,
IpousBoacTBeHHoe nogpasneneHue-6, Bunn. Kxons, Hanarapx
Poyn, Bagnu, Auctpukt Conan, X.I1., 173205, Muaus
(JInuensus No MNB/05/263).

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

L

% - /\.—/\

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

IIpumeuanue: Ilpoaykr coorercTByeTt TpeboBanusm HJI 3axmouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TToaroroenexo: [posepeno: IMpoeepeno (AOK): | OnoGpeno: Obecnieuenue kauecTea/OTBETCTBEHHOE JIULO:
Rama Kant Pardeep Kumar Amit Kumar

Date /

Jara: 30.05.2026

Date /
Jlara: 30.05.2026

Date /

MHara: 30.05.2026

Date/
Jara:

a0
N2 e

Pegistered Office: 8-2-237, Read Mo. 3, Banjara Hills, Hyderabad - 500034 Ta2langana, India
Tal: +91 40 4900 2500, Fax: +91 40 4900 2999, tmail: mail@drrecdv..com
CIN: L35195AP1984PLC0O04507
www. drreddys.com




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

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

Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykt: Hetpun® TabneTkK, MOKpBITHIE MIEHOUHO 0600uKkol, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne * V2601106 Pazmep cepuu 25,00,000 Tab o

Analytical Repovrt No./ . 890001886088 Date of Analysis / 30.05.2026

AHanuTHYecKUil oTueT No HNata ananuza

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

Jarta npousBoacTBa B ~ |I'ogen no

Mfg. License No. / .

TpousBoacTEenHas : MNB/05/263 MAmambers JIT-Ne(005456)-(PT-RU)
Homep PY

anueHsusa Ne

Analysis performed according to ND: / Anaaus nposeaex no HJI: JITI-Ne(005456)-(PI-RU)-150524
Artworks of primary package approved: / MakeTbl NepBU4HON YNaKOBKH yTBepxaennl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHO#i yTakoBKH yTBepkaennl: 17.02.2025
PL approved: / JIB yrBepxkaen: 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». /

3ak/I04eHHe 0 COOTBETCTBHM: «HacToAIMM s TIOATBEPXKAI0, YTO NPUBEACHHAs BbIIE MH(POpPMALUA ABISETCS HOCTOBEPHOM M
TOUHON. DTa cepus MPOAYKLUMH NpOW3BeleHa (BKIOYas YNMAkoBKY (MapKHUPOBKY) M KOHTPOJb KayeCTBAa) HA BbILLCYKA3AHHON
NPOM3BOACTBEHHOM TUIomaaxe (MUIOMaAKax) B MOJIHOM COOTBETCTBUMM ¢ TpeGoBanusamu [IpaBun Haiexallei Npou3BOACTBEHHOM
npakTUki EBpasuiickoro skoHomudeckoro cowosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u TpeGopanuamu
KOHTPOJIA KA4€CTBA JIEKAPCTBEHHBIX CPE/ICTB, & TAKXKE B COOTBETCTBUH CO CIELMPUKALMAMMU, COAEPIKAUMHUCA B PETHCTPALIMOHHOM
JIOChE CTPaHBI-UMIIOPTEPA. 3&IWCH 110 MPOU3BOACTBY, YMAKOBKE M AHAIW3Y TNPOBEPEHBI, M YCTAHOBJIEHO WX COOTBETCTBHME
Tpebosanuam [paBun Haexateii IPOU3BOACTBEHHON NpakTUKK EBpasuiickoro 3KOHOMHIECKOr0 COK03ay.

| Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: ITpoaykT cooTBeTcTBYET TpeGoBaHuam HJI 3aknioyenune: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IToarorosneno: IIposepeHo: [Mposepeno (AOK): | Onobpeno: Obecneuenne kauecTsa/ OTBETCTBEHHOE JIMLIO:
Rama Kant Pardeep Kumar Amit Kumar
it o —
e
— | N My uD Loy
Date / Date / Date / Date / \ » N~
Hara: 30.05.2026 Hara: 30.05.2026 | Hara: 30.05.2026 Jara: )/ /5 /P)Q

Ragisterad Office: 8-2-237, Read Mo 3, Banjara Hills, Hyderabad - 500034 T»langana, India
Tel: 491 4G 4900 2900, Fax: +91 40 4900 2999, Emal: mail@drreddvs com
CIN: L85195AP1984PLC004507
www.drreddys.com






