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 AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykt: LetprH® TabseTky, MOKPHITHIE ICHOYHOH 0605104KO#, 10 Mr

Market / PoiHox : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepun Ne ¥ ¥2601089 Pasmep cepun " 50,00,000 Tab

Analytical Repovrt No./ . 890001884462 Date of Analysis / 30.05.2026

AHaJauTH4YecKHii oTuyeT Ne Jata ananuza

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

JlaTa npoH3BOACTBA T"onen no

Mfg. License No. / .

MpoussoacTeennas : MNB/05/263 MBTIEDET J JITT-Ne(005456)-(PT-RU)
Homep PY

JiHueH3ust Ne

Analysis performed according to ND: / Ananus nposeged no HJI: JITI-Ne(005456)-(PI"-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOIi YNAKOBKH yTBepxIeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO!H yNaKOBKH yYTBep:kAeHbl: 17.02.2025
PL approved: / JIB yreepxkaen: 15.05.2024

Ne Test / IlokaszaTean

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrnsle neoskoBblmykible TabieTky,
MOKPBITBIE  [UIEHOYHON  000710uKOH
Oenoro LBeTa, C PHCKOM Ha OAHOM
ctopoHe. Ha nonepeuydom paspeze —
sapo Oenoro Lpera.

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 ABOSKOBHIMYKJble TabNeTKH,
MOKPBITEIE TUIEHOYHOM o6osoukoii Genoro
| U MOUTH GEeNoro UBETa, ¢ PHCKOH Ha OIHOM
cropoHe. Ha nmorepeuroMm paspeze  sapo or!
6es10r0 /10 MOYTH GENOTO LBETA. !

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
| IIpumeuanne: [IpoaykT cootBercTBYeT TpeboBanuam HJI 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[NoxrorosieHo: [MposepeHo: Iposepeno (AOK): | Onobpeno: ObecneveHne kauectBa/OTBETCTBEHHOE JIULIO:
Rama Kant Pardeep Kumar Amit Kumar q \(;mﬁ wA
ot - - e
il ’ - Tl
, £
Date / Date / Date / Date/ U \ > E/Z e ,.’;L
Jlara: 30.05.2026 Jlata: 30.05.2026 | Jlata: 30.05.2026 Jlata: 0?2 A0

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: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s Q‘:.

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

Ipoaykr: LleTpuH® TabNETKH, TOKPBITHI

Product: Cetrine® film coated tablets, 10 mg

€ TJIEHOYHOH o6oJsioykoii, 10 mr

Market / Poinox

: Russia / Poccus

Batch No./ . Batch Quantity / 50,00,000 tab /

Cepus Ne 5 V2qHIEY Pasmep cepun 50,00,000 Tab

Analytical Repovrt No./ . 890001884462 Date of Analysis / 30.05.2026

AHaJanTHYecKuii oTuyeT Ne JaTta ananansa

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

JlaTa npouzBoacTBa Topen go

Mfg. License No. / .

IIpouszBoacTBeHHAS : MNB/05/263 M/ JITT-Ne(005456)-(PT"-RU)
Homep PY

JiHeH3us Ne

Analysis performed according to ND: / Ananu3 nposeaed no HJI: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOi YIaKoBKH yTBep:xkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeThl BTOPHYHOii yIakoBKH yTBep:kaensl: 17.02.2025
PL approved: / JIB yrBeps:xaen: 15.05.2024

Cetirizine Hydrochloride reference
standard solution. / Bpems yaepuBaHus
OCHOBHOTI'O [THK4 Ha XpOMATOrpamme
HCTIBITYEMOrO pacTBOPa COOTBETCTBYET
BPEMEHM yIEPXKUBAHU OCHOBHOTO MHKa
Ha XpOMaTOorpaMMe CTaHAapTHOTO
pacTBOpa LETUPU3NHA THAPOXIIOPHAA.

No iTest / Tloxa3zaTens Result / PesyabTaThl Specification / Hopma
2 I[dentification / The retention time of the main peak in o ] ]
UpenTudunxauus the chromatogram of test solution The retention time of the main peak in the
complies with the retention time of the chromatogram of test solution should comply
HPLC / BDKX main peak in the chromatogram of with the retention time of the main peak in the

chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

Bpems yaep)kvBaHUS OCHOBHOTO MTHKa Ha
XpOMaTOIpaMMe MCIILITYEMOTO pacTBoOpa
MOJIXXHO COOTBETCTBOBATL BPEMEHH
lyZAep>KMBaHUA OCHOBHOIO NMUKA Ha
XpoMaTorpaMMe CTaHJAPTHOTO pacTBOpa
LETUpU3KHA THApOXJIopHaa (pa3aen
«KonuuecTBeHHOE OMpeneeHme).

Remarks : The Product confirms to ND/
IIpumeuanne: IpoaykT cooTBeTcTBYET Tpebopanusam HJJ

Conclusion : APPROVED /
3axawuenne: OJJIOGPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
Ioarotosnexo: IIpoBepeHo: IMporepeno (AOK): | O ero: Obecnevyenne kayecTea/OTBETCTBEHHOE JIHLIO!
Rama Kant Pardeep Kumar Amit Kumar ] \WM
\
i -
M = | Qf’;“ (\ — /7 QJ}» .
l%/ 0 ’\/Q
Date / ‘ Date / Date / Date / i I 0T AW
Hara: 30.05.2026 Hara: 30.05.2026 JHara: 30.05.2026 Jara: -

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 ":'

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

CEPTUOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxt: lleTprH® TabaeTKH, MOKPbLIThlE IVICHOYHOH 0607104K0H, 10 MI

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /
Cepusa Ne 2 V2601059 Pasmep cepuu 50,00,000 Tab
Analytical Repovrt No./ . 800001884462 Date of Analysis / 30.05.2026
AHanuTHUYecKH it oTueT Ne JlaTa aHaau3za

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

JlaTta npou3BoACTBa T'ogen ao

Mfg. License No. /
IIpousBoacTBeHHast
JuuneHzus Ne

: MNB/05/263

MA number: /

Homep PY JITT-Ne(005456)-(PI'-RU)

PL approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to ND: / Anaau3 nposenen mo HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOIH YNIaKOBKH YTBep:kieHbl: 12.11.2024
Artworks of secondary package approved: / Makersl BTOpHYHOl YTaKOBKH yTBepxkaensl: 17.02.2025

N Test / [loxasarenn Result / PesynbTaTsl

Specification / Hopma

UV- spectrophotometry /
V®- ciextpodoToMeTpHs

Complies / CooTBeTCcTBYET

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®-cnekTpe! NOTI0IEHUS
HCITBITYEMOT0 PacTBOpPA U CTAHAAPTHOrO
pacTBOpa LUETHPU3UHA THAPOXJIOPH/IA B
obnactu ot 200 no 400 HM JOJDKHBI HMETE
MaKCHMYMBbI MOTJIOLIEHUs TIPY OAHOM U TOM
Ke JUTHE BOJIHBI C AOTYCTHMBIM
OTKJIOHEHHEM + 2 HM.

3 Dissolution / PacTeopenne

94 %

90 %; 94 %; 92 %; 95 %; 96 Yo;

INot less than 80% (Q) of the labeled amount
of C»1HasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMUHAJIBHOTO COLEPI)KAHUS
|C21HasCINL O3 2HCI (ueTHpusuna
!ﬂnruﬂpoxnopm) gepe3 30 mMuH.

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykt cooTBeTcTBYET Tpebopanmsam HIT

Conclusion : APPROVED /
3axkmouyenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToxrotorieHo: [IpoeepeHo: [Mposepeno (AOK): | Onobpeno: ObecnevueHue ga'-IGCTBa/OTBCTCTBeHHOC JIULO:
Rama Kant Pardeep Kumar Amit Kumar /)%w 1Cg/vu A
o e
%“\ i C:»L—— ol
- 4
Date / Date / Date / Date / N v
Jara: 30.05.2026 Jlata: 30.05.2026 JHara: 30.05.2026 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: 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

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IMpoayxr: LlerpuH® TabneTkH, MOKPLITHIE IEHOYHON 060s104KOi, 10 MI

Market / Poinox : Russia / Poceus

Batch No. / . Batch Quantity / 50,00,000 tab /
Cepust Ne il s Pasmep cepumu 50,00,000 Tab
Analytical Repovrt No./ . 890001884462 Date of Analysis / 30.05.2026
AnanuTnyecknii otuer Ne JlaTa aHanu3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTta nponsBoacTBa T'open ao
Mfg. License No. /
MA number: /
Ilpon3BoacTBeHHas : MNB/05/263 Homep PY JITI-Ne(005456)-(PI'-RU)

JiMueH3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJ/I: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl NepBU4HOI YIaKOBKH yTBepskaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTb! BTOpH4HOH yNaKoBKH yTBepxkaenbi: 17.02.2025

PL approved: / JIB yreep:kaen: 15.05.2024

Ne Test / [TokazaTenn Result / PesyabTaThl

Specification / Hopma

4 Uniformity of dosage units /
OaHOPOAHOCTL A03HPOBAHHBIX

CAUHHIL

42

Acceptance value (AV) should be not more
than 15.0 / IlokasaTens npuemnemoctu (AV)
goJkeH 6biTh He Oonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykr cooreercTByeT Tpeboranusam HJT

Conclusion : APPROVED /
Jaxarouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonroToBneHo: IIposepeHo: Ipoeepeno (AOK): | OnobGpeno: Obecnevenue kauecTsa/OTBETCTREHHOE JINLO:
Rama Kant Pardeep Kumar Amit Kumar ) \ ( C@V\; e
AN
" 7 Lk "1/6
Date/ Date / Date / Date / W s Tl
JHata: 30.05.2026 Jara: 30.05.2026 Hara: 30.05.2026 Hara: i

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

s, Hyderabad - 500034, Telangana, India

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

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 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

ITpoaykr: LieTpuH® TabaeTkH, NOKPBIThIE MUICHOYHOH 060J104KO#H, 10 Mr

Market / Peinok : Russia / Poccus

Jauuen3us Ne

Batch No. / ' Batch Quantity / 50,00,000 tab /
Cepusi No § Hals Pasmep.cepun 50,00,000 a6
Analytical Repourt No./ . 800001884462 Date of Analysis / 30.05.2026
AHaauTHYecKHUil oTyeT No JaTa anaau3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BoACTBA I'ogen o
Mfg. License No. /
MA number: /
IlpousBoacTBeHHAs : MNB/05/263 Howep BY JIIT-Ne(005456)-(PI-RU)

PL approved: / JIB yrBepaxaen: 15.05.2024

Analysis performed according to ND: / Auanus nposeaexd no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl NnepBHYHOH yNnaKkoBKH yTBepaxaeHnr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH ynakoBKH yTBepxaensnl: 17.02.2025

Ipumeuanne: Iponyxt coorBercTByeT Tpebosanusam HJI

5 Impurities / Ilpumecn
Impurity A /
Tlpumecs A Below LOD (LOD =0.005 %) / Huxe
npezena obxapyxenus ([0 = 0,005 %) [Not more than 0.2 % / He Gonee 0,2 %
Impurity B /
IMpumecs B 0.05 % INot more than 0.2 % / ue 6onee 0,2 %
Impurity C / Not more than 0.2 % / He 6onee 0,2 %
[Tpumecs C Not detected / He oGHapy»xeHa
Impurity D / Not detected / He o6HapysxeHa Not more than 0.2 % / ne 6ousee 0,2 %
[Tpumecs D
Impurity E /
[Ipumecs E 0.02 % Not more than 0.2 % / ue Gonee 0,2 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TToarotosneHo: ITposepeHo: IIposepeno (AOK): | Onobpeno: Obecneuenue kauectsa/OTBETCTBEHHOE JIHLIO:
Rama Kant Pardeep Kumar Amit Kumar ) ¢ \Cmg -
& q "
%’\/ 4 T /Zﬂﬂ3 Cob 0P
Date / Date / Date / \ Date / XD ) San
Jara: 30.05.2026 Jara: 30.05.2026 Jlata: 30.05.2026 Jlara:

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@drreddvs.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®HUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10

mg

Iponykr: LeTpuH® TabyeTKU, OKPHLITHIE IUIEHOYHON obonoukoit, 10 mr

Market / PriHok : Russia/ Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepus Ne + V2601059 Pa3zmep cepuu 50,00,000 Tab

Analytical Repourt No./ . 800001884462 Date of Analysis / 30.05.2026

AHanuTH4ecKHi oTyeT Ne JaTa anajinsa

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

JlaTa npou3BoACTBA TI'open oo

Mfg. License No. / .

TponsBoACTBEHHAS : MNB/05/263 MA number; | JITT-Ne(005456)-(PT-RU)
Homep PY

JIMLEeH3ns Ne

PL approved: / JIB yreepaxaen: 15.05.2

024

Analysis performed according to ND: / Ananuz nposeaen mo HJ: JIIT-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOIf YNAKOBKH yTBepkaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOH yIAKOBKH YTBep#KAeHbl: 17.02.2025

Impurity F /
[Ipumecs F

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

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

Not more than 0.2 % /

Any individual unidentified 0.06 %
impurity / JIro6as eauuuuHas

HeuAeHTHGULIMPOBAaHHAS IPHMECD

Total impurities / 0.2 %

CyMMa npumecer

He Gostee 0,2 %

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIponykr cootBeTcTByeT Tpeboranuam HJI 3aknmwuyenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToaroTorneHo: IIpoBepeHo: [Mposepeno (AOK): | Onobpeno: Obecnedenue kauecTsa/OTBETCTBEHHOE JIULO!
Rama Kant Pardeep Kumar Amit Kumar ‘ ) \W viA
-—
=3 f )
b ok Nk
Date / Date / Date / Date/ { N2 /05 0%
Hara: 30.05.2026 Jata: 30.05.2026 | Jdata: 30.05.2026 Hara: il

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

CEPTUOPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoayxkr: LleTpuH® TabneTky, NOKPHITHIE MIEHOYHOH 06010uKoH, 10 Mr

Market / PoiHoK : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /

Cepusa No # Y2650 Pa3smep cepun 50,00,000 Tab

Analytical Repovrt Ne./ . 800001884462 Date of Analysis / 30.05.2026

AHanuTudeckuii ordyer Ne Jdata aHaausa

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

Jara npousBoacrea T'ogen no

Mfg. License No. /

IIpousBoacTBeHHast : MNB/05/263 M mumber; / JITT-Ne(005456)-(PT"-RU)
Homep PY

JuueHsusa Ne

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Ananns nposeaen mo HJ/I: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makerb! nepsH4HO# ynakoskn yreepakiaenbi: 12.11.2024
Artworks of secondary package approved: / Makerbl BTopu4Hoii ynakosku yreepaaesnl: 17.02.2025

Ne Test / IlokazaTesn Result / PesyabTaTht Specification / Hopma
6 Water content / 31 % Not more than 8.0% /
CogepxaHue BoabI e He 6oee 8,0 %
7 Microbiological purity* /
MuxkpobHnosoruueckas
qUCTOTA®
a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
O01ee ynco aspobHBIX Memnee 10 KOE/r He 6onee 1000 KOE/r
MUKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / OCiiee yucno Menee 10 KOE/r He 6onee 100 KOE/r
IPOXOKEBBIX U MJIECHEBBIX rpHOOB
c) E. coli Absent in 1g / OtcyrcrByeT B I Shall be absent in 1g/ OrcyTcTBue B 1 1
8 |Assay / KonnuecTBeHHOe From 9.0 mgto 11.0 mg of
onpeaeseHne C11HasCIN> O3 2HCI (Cetirizine
P 1619 L /313’13 L Dihydrochloride) in tablet (90.0 % to 110.0 %
=70 of label claim). / Ot 9,0 Mr go 11,0 mr
|C21H25CIN203- 2HCI (netupuznna

Remarks : The Product confirms to ND/
Ipumeuanne: IpoaykT cOOTBETCTBYET TpeboBanuam HII

Conclusion : APPROVED /
3axnwouenune: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
| TMomroToBneno: IIpoBepeHo: ITposepeno (AOK): Onobpeno: Obecneuerue kavecTBa/OTBETCTBEHHOE JIMLIO:
Rama Kant Pardeep Kumar Amit Kumar \ \ CQ(A/OW‘”
N
oA 1 o )

' d =l . £

: 2V A 4,
Date / Date / Date / Date / S AP
JHarta: 30.05.2026 Jlata: 30.05.2026 Jata: 30.05.2026 JlaTa: e

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@drreddvys.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

CEPTUO®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: LetpuH® TabneTkH, MOKpPbITHIE IUIEHOYHOH 06010uK0i, 10 Mr

auneHsusn Ne

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 50,00,000 tab /
Cepusa Ne ¥ anin Pa3smep cepun 50,00,000 Ta6
Analytical Repovrt No./ . 890001884462 Date of Analysis / 30.05.2026
AHasuTnyeckuii oryer Ne JlaTta aHaau3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BoacTBA Topen 10
Mfg. License No. /
MA number: /
IIpounspoacTeeHHAS : MNB/05/263 Homep PY JITI-No(005456)-(PI"™-RU)

PL approved: / JIB yreepaxaen: 15.05.2024

Analysis performed according to ND: / Ananus npoeenen mo HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHONR yakoBKY yTBepaaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO# yakoBKH yTBepaxkaenbl: 17.02.2025

Ne Test / IlokazaTennb Result / PesysabTaThl

Specification / Hopma

\muruapoxnopun) B Tabnerke (ot 90,0 % no
110,0 % oT HOMHHAJILHOTO COOEPIKAHUS).

9 Subdivision of tablets /
JeseHue TabsieToK

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. /
'TabneTky COOTBETCTRYIOT TpeOOBAHUAM, €CIIU
He GoJiee 1 eqMHHYHAS Macca OTKIIOHSETCS 32
npenensl 85%-115% ot cpeaneit Macchl.
'TabneTku He COOTBETCTBYIOT TPeGOBAHMAM,
ecnu Gonee yeM 1 UHAMBHAYabHAS Macca
OTKJIOHSETCS OT 3TUX MPEAC/IOB WIH, eciu 1
MHAMBUAYaJIbHAS MACCa OTKJIOHAETCS 32

Remarks : The Product c;niﬁrms to ND/ Conclusion : APPROVED /
Ilpumeuanue: Ilpoaykt coorBeTcTBYeT TpeboBaHuam HJI 3akmoyenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoaroroBneHo: IpoepeHo: Ipoeepeno (AOK): | Onobpeno: ObecneueHue kauectBa/OTBETCTBEHHOE JIHLIO:
Rama Kant Pardeep Kumar Amit Kumar /\%’w \QM A
@\'ﬁ/ L - [\ ™ S . L
YAV AL . 2 il L
Date / Date / Date / Date / ( \?5‘/ [
JHata: 30.05.2026 JHara: 30.05.2026 Jara: 30.05.2026 Jara: -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddvs.com

CIN: L85195AP1984PLCO04507
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

CEPTUD®UKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

ITpoaykr: LletpuH® TabneTku, NOKpPLITHIE TIEHOUHOM 060s10uK0M, 10 Mr

auneH3us Ne

Market / Poinox : Russia / Poccust
Batch No. / . Batch Quantity / 50,00,000 tab /
Cepusi Ne § Vanilis> Paszmep cepuu 50,00,000 Ta6
Analytical Repovrt No./ . 800001884462 Date of Analysis / 30.05.2026
AHAIMTHYECKHH oTueT No JlaTa ananusa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npoH3BOACTBA T'oaen go
Mfg. License No. /
MA number: /
IIpoussoacTBeHHasn : MNB/05/263 Homep PY JITT-Ne(005456)-(PI'-RU)

Analysis performed according to ND: / Anaan3s nposenen no HJL: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHO#i YIaKOBKH yTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOIi ynakoBKH yTBepxkaeHbr: 17.02.2025
PL approved: / JIB yrBep:xaen: 15.05.2024

Ne Test / IlokazaTennb

Result / PesyabTatsl

Specification / Hopma

npeaens! 75%-125% ot cpenneli macchl.

10 Package / Onucanue ynaKoBKH

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerox B
[IBX/TIBJX//antomunueBom Giuctepe.
[To 2 6aucTepa BMeCTE C TUCTKOM-
[BKJTA/IBILIEM YNAKOBAHBI B TTAUKY
KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. 2

a carton. / [To 10 Tabnerok B
[IBX/TIBAX//antomunuesom Gnucrepe. 1o 2
ummn 3 6McTepa BMECTE € JIMCTKOM-
BK/aJblLIIEM YIIAKOBAHb! B MUKy KAPTOHHYIO.

11 Labeling / MapkupoBka

Complies / CooTBeTCTBYET

See Module 1, section 1.3.2 of registration
dossier. / B cootBeTcTBuH ¢ pasnenom 1.3.2
MoayJisi | permcTpallMOHHOIO AOCKE.

XpaHeHuUs!

12 Storage conditions / YcjaoBus

At temperature not higher than 25 °C / Ilpu Temnepatype He Boie 25 °C.

13 Shelf-life (storage period) / Cpok
roAHOCTH (CPOK XpaHeHMs)

3 years. / 3 ropa.

Remarks : The Product confirms to ND/
IIpumeuaunne: IlpoaykT cooTBercrByer TpeGoanusm HJI

Conclusion : APPROVED /
3aknlouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoaroTosieHo: IpoeepeHo: Ipoeepero (AOK): | Onobpeno; Obecneyenue kayecTsa/OTBETCTBEHHOE JIHUO:
Rama Kant Pardeep Kumar Amit Kumar ) \QQVVT v
®!\/ din /%3\*}»
{ \ /o b anL
Date / Date / Date / Date / 1 =07 -~
Jara: 30.05.2026 Hata: 30.05.2026 Jara: 30.05.2026 Jara: -

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q’Z‘

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: LleTpuH® TabaeTKH, NOKPHIThIC INICHOUHOH 000104KOo#, 10 Mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / 50,00,000 tab /
Cepus Ne : V2601059 Pa3smep cepuu 50,00,000 Tab
Analytical Repovrt No. / . 890001884462 Date of Analysis / 30.05.2026
AvanuTHyeckuii oTueT Ne JlaTa anann3a

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

JlaTa npousBojacTBa T'open go

Mfg. License No. /

IIpoussoacTBeHnas : MNB/05/263

JauueHzusa Ne

MA number: /

JITT-Ne 456)-(PT -
Homep PY Ne(005456)-(PI'-RU)

PL approved: / JIB yrBep:xkaen: 15.05.2024

Analysis performed according to ND: / Ananns nposegen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NnepBU4HOIi yIaKOBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO# ynakoBKu yTBepikaeHbl: 17.02.2025

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be
absent from the Company's certificate of analysis. / IIpoBoguTcs IPpOU3ROAUTENEM IIPU BBINTYCKE NEPUOANHECKU: 111 Kaxcaol 20-oit
cepun unu He MeHee 1 paza B roa. [Tokaszarens mMoskeT ObITE He BrmoueH B Ceprudukar anannza hupmer.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IHpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboaHusM HJJ 3axiaouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[Toarorornexo: IIpoBepeHo: [Mporepeno (AOK): | Onobpeno: Obecneuenne kayectea/OTBETCTBEHHOE JIWILO:
Rama Kant | Pardeep Kumar Amit Kumar /J%"M \C@U\E‘w

L2 I I B N

~ : - oy

\V 7 0% L

Date / Date / Date / Date / U= T nP 4
Hara: 30.05.2026 Hara: 30.05.2026 | Hara: 30.05.2026 Hara: .

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: L85195AP1984PLCO0O4507
www.drreddys.com



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

Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
[Mpoaykr: Lerpun® Tabnerks, NOKpsIThIE NIEHOUHOM 0060104KO#, 10 Mr

Market / Poinok : Russia / Poccust

Batch No. / : Batch Quantity / 50,00,000 tab /

Cepua Ne B ¥2000.057 Pasmep cepun 50,00,000 Ttab

Analytical Repovrt No./ . 890001884462 Date of Analysis / 30.05.2026

AHaTHTHYECKHIT oTueT Ne JlaTa aHanu3a

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

JaTa npoussoacrea TI'ogen Ao

Mfg. License No. /

Mpoussoxerennas : MNB/05/263 LA umber: § JIM-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according to ND: / Anaan3 nposeaen mo H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOI YNaKOBKH yTBepakaenbr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIl yIaKOBKH yTBepkaAeHbI: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

API name / Haumenosanue A®C:

INN /MHH:

API manufacturer batch number /

Homep cepun nponssoautens ADC:

FP Manufacturer API Batch number /

Homep cepuu cyderanuun npomssoaurens [JID:
API Manufactured by, address & country /
IIpousBoautens A®C, aapec u cTpaHa:

Cetirizine dihydrochloride / Lletnpusuna aurnapoxsopus
Cetirizine / Lletpusun

BT00-26013, BT00-26014

FETA00165, FETA00166

Glochem Industries Private Limited,
Survey No. 174 to 176, I.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India/
I'noxem Mupactpuec [Npaieut JIumuresn,

Vuactiu Ne 174-176, MLJLLA., bonnapam, Canrapeaam
Jucrpukr - 502 325, Xaitnapaban, wrat Tenanrana, Hunua
Dr. Reddy’s Laboratories Ltd.,

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

H-p Pennu'c Jla6opatopuc JItx.,
[NpousBoacTBeHHOE noapazaeneHue-6, Bumn. Kxone, Hanarapx
Poya, bagau, Quctpukt Conan, X.I1., 173205, Uuaus
(JInuensua Ne MNB/05/263).

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

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

Haumenosamue, agpec, JiHleH3nsa A1
Mponszeoxcreennas miomanka / Ilnomaaxa koutposs
Kavecrsa / [laowaaka BpinycKa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykr cootBercTpyer Tpedosannam HIL 3akuwyenue: OJOGPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[TonroroeneHo: IIposepeHo: Iposepero (AOK): | Onobpeno: Obecnieuenune kauectea/ OTBETCTBEHHOE JIMLIO:
Rama Kant Pardeep Kumar Amit Kumar ‘/)'%%w \W VIA
-
Date / Date / Date / Date / \ | D20
Mara: 30.05.2026 Hara: 30.05.2026 | Hara: 30.05.2026 Hara: -

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: L85195AP1984PLC0O04507
www.drreddys.com




S Dr. Reddy's Laboratories Ltd.
/ ‘.. Formulation Unit-6
Dr' Reddy S o Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel: +91 98166 56001-02
vww.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LletpuH® TabneTku, NOKpbIThIE rneHouHoi obonoukoi, 10 mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / _50,00,000 tab /

Cepus Ne i Vasliss Paszmep cepuu " 50,00,000 Tab

Analytical Repovrt No./ . 890001884462 Date of Analysis / 30.05.2026

AHanuTHYecKHi oTueT No JlaTa ananusa

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

Jlata npou3BoACTBa Togen a0

Mfg. License No. / .

TIpou3BoACTBEHHAS : MNB/05/263 MA pumbes | s JIII-Ne(005456)-(PT-RU)
Homep PY

JuneH3us Ne

Analysis performed according to ND: / Avanau3 nposeaen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOI yNnakoBKH yTBepsaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPU4HOI yIaKOBKH yTBepxkaeHbl: 17.02.2025
PL approved: / JIB yrBepaaen: 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». /

3akiouende o coorBercTBuM: «HacTOAWMM s MOATBEPXAAO, YTO MPHBEJEHHAS Bbille WHGOPMALHS SBJIAETCH NOCTOBEPHOH H
TOYHOH. DTa cepus TPOAYKIMM NpOoM3BeAeHa (BKJIOYAs YNakoBKY (MapKHpOBKY) W KOHTpONb KauecTBa) HA BBILIEYKAa3aHHOMN
TIPOM3BOCTBEHHOM TUTOWaAKe (MUIOMAAKaX) B [OJHOM COOTBETCTBUM ¢ TpeGosaHusmu [IpaBui Haasiexauel nporu3BOACTBEHHOM
npakTuku EBpasuiickoro skonomuueckoro corosza (Ne GMP/EAEU/RU/02329-2025 ot 19 ceutsibps 2025 r.) u TpeGopaHusMu
KOHTPOJISl KAYECTBa JIEKAPCTBEHHBIX CPELCTB, @ TAKKE B COOTBETCTBUU CO criedHKalUiAMH, COAEPIKAIIMMHICS B pETHCTPALMOHHOM
IOCbE CTPaHbBI-UMIOpTEPa. 3aMUCH MO TMPOU3BOACTBY, YMAKOBKE W aHAIM3Y MPOBEPEHBI, U YCTAHOBJIEHO WX COOTBETCTBHME
TpeboBanusM [IpaBun namexcameil NPOM3BOACTBEHHON NPakTHKH EBPa3niickoro 3KOHOMHYECKOTO COK03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykt coorBeTcTBYET Tpeboanusam HJT 3axayenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IloarorosneHo: IIposepeHo: IIpoeepeno (AOK): | Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE JIULIO:
; o

Rama Kant Pardeep Kumar Amit Kumar \ \CQAM D

B j (\/\/ " .

>
\V /z’;o‘\,\/L

Date / Date / Date / Date / a5 o T
Hata: 30.05.2026 Hara: 30.05.2026 Jara: 30.05.2026 Hara: Zi

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: L85195AP1984PLC004507
www.drreddys.com



