Do
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

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

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

Product: Cetrine® film coated tablets, 10 mg
Hpoayxt: LieTpun® TabyeTkH, MOKPHITHIE MIECHOYHOH 06onoukoit, 10 Mr

Market / Puinox : Russia / Poccus

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

Cepus Ne § V2601080 Pasmep cepun 25,00,000 Tab

Analytical Repourt No./ . 800001884463 Date of Analysis/ 30.05.2026

AHanuTHYecKHii oTyeT No JlaTa aHa;u3a

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

JlaTa npou3BoAcTBa T'ogen o

Mifg. License No. / .

HpoussoncTsennas : MNB/05/263 o UITEE JITI-Ne(005456)-(PT-RU)
Homep PY

auneHsusa Ne

Analysis performed according to ND: / Ananus nposeaen mo H/: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makersl mepBu4HOIi yIaKoBKH yTBepaxaenbi: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOPHYHOI YIAKOBKH YyTBepkAeHbl: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024

No Test / [lokazaTean Result / PesyabTaThl Specification / Hopma

1 Description / Onucanune White coloured, round, biconvex film | White or off-white coloured, round, biconvex
coated tablets with a break line on one | film coated tablets with a break line on one
side. White core on cross section. /|side. White to off-white core on cross section.
Kpyrnsle ABOSKOBBIMYKIble TabneTkH, |/ Kpyrible ABOSKOBBIMYKbIC TabNETKH,
MOKPBIThIE  IUIEHOYHOH  060JI04KOH | MOKPBIThIE NieHOYHONH 060Ji0uKo#i Oenoro
Oenoro 1BeTa, ¢ pPUCKOR Ha OnHOH | UK noyTH Gesloro LBeTa, ¢ PUCKO Ha OIHOM
cropore. Ha mnomnepeuHom paspese —|cropoHe. Ha nomepeunom paspese sapo ot
ianpo Gernoro uBera. 6enoro mo noutu Genoro 1BeTa.

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

Ilpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboranusm HJI 3akmiouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /

[ToarorosneHo: IIpoBepeno: [Tpoeepeno (AOK): | Onobpeno: ObecneueHue kauectsa/OTBETCTBCHHOE JIULIO:

Rama Kant Pardeep Kumar Amit Kumar ‘

LL& P LISy
; _A
Date / Date / Date / Date / <
JHata: 30.05.2026 Jara: 30.05.2026 Jata: 30.05.2026 JlaTa: D 0%
k-'

r\)/y

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 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 “:‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoayxr: LleTpuH® TabnaeTkH, MOKPBIThIE TUIEHOYHO#H 06010uKoi, 10 Mr

Market / Prinok : Russia / Poccust

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

Cepus Ne # ¥2601050 Pa3mep cepun 25,00,000 Ta6

Analytical Repo:‘t No./ . 890001884463 Date of Analysis / 30.05.2026

AHanuTHyeckHii oTueT Ne JaTta ananusza

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

JlaTa nponsBoacTBa T'omen g0

Mfg. License No. / .

MpoussoncTaennas . MNB/05/263 M mumbers JITI-Ne(005456)-(PT-RU)
Homep PY

JnueH3Hs1 Ne

Analysis performed according to ND: / Anasans nposeaen mo HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTb! NepBHYHOH YNaKOBKH yTBepakaenbl: 12.11.2024
Artworks of secondary package approved: / Makersl BTOpHYHOH ynaKoBKH yTBepskaAeHbi: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

Ne Test / Iloxazarenb | Result / PesyabTaThl

Specification / Hopma

2 Identification / [The retention time of the main peak in

Uaentuduxauus 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 / BOXX main peak in the chromatogram of with the retention time of the main peak in the

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

OCHOBHOI'O IMHMKa Ha XpoMaTorpamme
UCTIBITYEMOI'O paCTBOpa COOTBETCTBYET
BPEMEHHN yAECPKHBaHWA OCHOBHOTO INMHKa
Ha XpoMaTorpaMMe CTaHOapTHOI'O
pacTBOpa LETUPU3WHA THAPOXJIOpHUAA.

Bpems ynep>kHBaHUsI OCHOBHOTO [HKa Ha
XpPOMATOTrpaMMe HCIBITYEMOr0 pacTBopa
TOJIKHO COOTBETCTBOBATh BPEMEHHU
lYAEep>KUBaHHS OCHOBHOIO MHUKA Ha
XpoMaTorpaMmMe CTaHIAPTHOrO pacTBoOpa
LIETHPHU3MHA THApOXIopuaa (pa3fen
«KosniecTBeHHOE ONpeaeneHue»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ilponykt coorseTcTBYET TpeboBanusm HJI 3axmouenue: OIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarororneHo: ITpoBepeno: Iposepeno (AOK): | Omo6peno: Obecneuenue kauectsa/OTBETCTBEHHOE JTULIO:
Rama Kant Pardeep Kumar Amit Kumar
ﬁ\_ J’/ —
Date / Date / Date/ Date / \(/
Jara: 30.05.2026 Hara: 30.05.2026 Jara: 30.05.2026 Jara: , /\DO ﬁQ W

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

Viil. Khol, Nalagarh Road, Baddi,
Disit. 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

IMpoaykr: LleTpun® TabneTkH, MOKPHITHIE MIEHOUHOH 060J104KOMH, 10 Mr

Market / Poinok : Russia / Poccns

Batch No./ . Batch Quantity / 25,00,000 tab /
Cepusi Ne ¢ Nl Pazmep cepum 25,00,000 Tab
Analytical Repovrt No./ . 890001884463 Date of Analysis / 30.05.2026
AHajIUTHYeCKHIT oT4yeT Ne JaTta ananan3za

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

JlaTa npon3BoacTBa I'open xo

Mfg. License No. /
IIpouspoacreeHHas
JHuen3ua Ne

: MNB/05/263

MA number: /

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

Analysis performed according to ND: / Ananaus nposeaen no H/I: JIH-M(005456)-(PF -RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOl yNaKoBKH yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOH yNaKoBKH yTBepaxaeHbl: 17.02.2025

PL approved: / JIB yrBepxaen: 15.05.2024

Ne Test / IlokazaTeab Result / PesyabTaTsl

Specification / Hopma

UV- spectrophotometry /
Y ®- cniektpodoTOMETpUS

Complies / CooTBeTcTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
wavelengths with an allowed variation of +2
nm. / Y ®-crieKTpsl MorIomeHus
MCIIBITYEMOrO PacTBOPa U CTAaHOAPTHOTO
pacTBOpa LETUPH3UHA TUAPOXJIOPHAA B
obnacty oT 200 no 400 HM IOMKHBI UMETH
MaKCHMYMB! MOTJIOLIEHUs IPH OJHOHN U TO#
Ke IUTHHE BOJIHBI C JOMYCTHMBIM
OTKJIOHEHHEM T 2 HM.

3 Dissolution / PacTBopenne

96 %

94 %; 93 %; 87 %; 94 %; 94 %,;

Not less than 80% (Q) of the labeled amount |
of C21HasCIN>O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee

80 % (Q) OT HOMHHANILHOTO COACPIKAHUA
C21H25CIN2O5- 2HCI (uetupusvHa
nuruapoxiopun) yepes 30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr cooTBETCTBYET TpeboBannam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/
[ToarorosneHo: ITpoBepeHo: Iposepeno (AOK):
Rama Kant Pardeep Kumar Amit Kumar

/\”"/

Approved by: Quality Assurance/Authorized person /
Onobpeno: O6ecrieyenne kauectsa/OTBETCTBEHHOE JIMLO:

)

o

Jara: 30.05.2026

L=
Date /

Jlara: 30.05.2026

Date /
Jara: 30.05.2026

Date /

O

Jlara:

L=

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034 Telangana, india
Tel: 491 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s “:‘

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

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

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LleTpuH® TabneTku, NOKPHITLIE TNIEHOYHO 06onoukoi, 10 Mr

JuueHsus Ne

Market / Prinok : Russia/ Poccus
Batch No. / N Batch Quantity / 25,00,000 tab /
Cepns Ne = V2600080 Pa3mep cepun 25,00,000 Tab
Analytical Repovrt No./ . 800001884463 Date of Analysis / 30.05.2026
AnanuTHdeckuii oTdyeT No JaTta aHanusa
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTa npou3BoAcTBA T'ogen o
Mfg. License No. /

MA number: /

: 2 JIII-Ne -(PT'-

IIpouszsoacTBeHHan MNB/05/263 Homep PY (005456)-(PT"-RU)

PL approved: / JIB yreepacaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJ/: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NepBH4HOIl yIaKOBKH yTBep:kAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH ynakoBKU yTBepxaeHbl: 17.02.2025

& |

A

Ne Test / [lokazaTenn Result / PesyabtaThl Specification / Hopma
4 Uniformity of dosage units / Acceptance value (AV) should be not more
]O)IHOPOHHOCTI: N03UPOBAHHBIX 3.0 than 15.0 / TTokasatens npuemnemoctu (AV)
leAMHULL no/ukeH 6ITE He Goee 15,0, ]
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: IlponykT cooTBeTcTBYET Tpeboranuam HJL 3akmovenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
INoaroroeneHo: ITposepeHo: IMTposepeHo (AOK): | OnobpeHo: Obecreuenne kadecTBa/OTBETCTBEHHOE JIHLIO:
Rama Kant Pardeep Kumar Amit Kumar

L5

A

Date /
JHata: 30.05.2026

Date /
Jara: 30.05.2026

Date /
Jara: 30.05.2026

Date/
JlaTa:

A n
LM oS0,
== >D}/ >

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: L85195AP1984PLC0O04507
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

CEPTUOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lletpus® TabneTky, MOKPBITHE MIEHOUHOH 060s0oukoi, 10 mr

|Market / Peinok : Russia/ Poccust

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne : V2601060 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 800001884463 Date of Analysis / 30.05.2026
AHaJHTHYECKHIT 0TUeT Ne JlaTa ananuza

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

JlaTa npou3ssoacTBa I'ogen oo

Mfg. License No. /

IlponsBoacTBeHHAA : MNB/05/263

MAmamber JITT-Ne(005456)-(PT-RU)

JauueH3un Ne

Homep PY

Analysis performed according to ND: / Ananu3s npoeeaen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHON YNaKoBKH yTeepxaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpH4HOii ynakoskH yreepkaensr: 17.02.2025
PL approved: / JIB yTeepsxaen: 15.05.2024

S [Impurities / Tipumecu
(Impurity A /
[Ipumeces A Below LOD (LOD =0.005 %) / Huxe
npenena o6xapyxenus (I10 = 0,005 %)
Impurity B /
[Ipumecs B 0.03 %
Impurity C/ Below LOD (LOD =0.006 %) / Huxe
[Tpumecs C npenena obHapysxenus (T10O = 0,006 %)
Impurity D / Below LOQ (LOQ = 0.003 %) / Huxe
[Tpumece D npenena KOJMYECTBEHHOro OTIPEAEICHUA
(ITIKO = 0,003 %)
Impurity E /
[Tpumeces E Below LOQ (LOQ = 0.023 %) / Huxe
npezaena KOMUYECTBEHHOTO OTMPeAENneHHs
(IIKO = 0,023 %)

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

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

‘Not more than 0.2 % / ne Gosee 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/
ITpumeuanne: [poaykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3aknwuyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IlogroroneHo: IIpoeepeno: IIpoeepero (AOK):
Rama Kant Pardeep Kumar Amit Kumar

ud g

Al

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecnedeHue kauecTra/OTBETCTBEHHOE JIULO:

aNE| O

Date /
Jlara: 30.05.2026

Date /
Jara: 30.05.2026

Date /
Jara: 30.05.2026

Date /
Jara:

(P o5

\‘O\/q\\

=

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

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

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykt: Lletpun® TabneTk, MOKPHITEIE NIEHOYHOI 06004KO#, 10 Mr

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne i, Pa3mep cepuu 25,00,000 Tab
Analytical Rep0ft No./ . 890001884463 Date of Analysis / 30.05.2026
AHaJUTHYECKHT oT4ueT No JaTa aHa/u3a
Date of Manufacture / . 04/2026 Date of Expiry / 03/2029
JlaTta npon3BoacTBa Iomen no
Mfg. License No. /
. MA number: /
IIpousBoacTBeHHARA : MNB/05/263 Homep PY JITI-Ne(005456)-(PT-RU)

avnenzusa Ne

Analysis performed according to ND: / Auaaus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl NepBH4HOIl YNaKOBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHOIf yNaKoBKH yTBep:xAeHbl: 17.02.2025

PL approved: / JIB yreepxaen: 15.05.2024

Impurity F /
[Ipumecs F

Any individual unidentified
impurity / Jlrobas enuHUUHAs

HeuIeHTUGUUMPOBAHHAS TIPUMECH 0.05 %
Total impurities /
CyMmMa npumecei

0.1%

Below LOD (LOD =0.015 %)/ Hixke
npeznena obHapyxenus (IO = 0,015 %)

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

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykt cooreTcTBYeT Tpebosanusm HJI

Conclusion : APPROVED /
Jakmwuenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloaroToBieHo: IIpoBepeHo: IpoeepeHo (AOK): | Onmobpeno: ObecneueHue kayectBa/OTBETCTBEHHOE JTHULO;
Rama Kant Pardeep Kumar Amit Kumar
QA/ d A
/ i
(MN\an ﬂ 7
Date / Date / Date / Date / SL%-Z /05 %
Jara: 30.05.2026 Jara: 30.05.2026 | Jara: 30.05.2026 Mara: (¥ __79
p - ~

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

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Letpun® TabneTkH, TOKPEIThIE MIIEHOUHOH 060J104K0#, 10 Mr

Market / PuiHok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne § V2660 Pa3mep cepun 25,00,000 a6
Analytical Repourt No./ . 890001884463 Date of Analysis / 30.05.2026
AHasuTHYecKHi oTyeT No Jara aHaau3a

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

JlaTa npou3BoACTBA I'opeH ao

Mfg. License No. /
IIpoussoacTBeHHast
JIHIeH3HA Ne

: MNB/05/263

MA number: /

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

PL approved: / JIB yrBepsxkaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaen no HJ/I: JIII-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTsl mepBUYHOI YTIaKOBKH yTBepxkaeHbl: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOpM4HOIl yNIaKOBKH yTBepaxkaeHbl: 17.02.2025

[.Ne Test / IlokazaTenn Result / PesynbTaTs! Specification / Hopma
6 Water content / 259% Not more than 8.0% /
CoaepaxxaHue BOAbI ’ He 6onee 8,0 %
7 Microbiological purity* /
MukpoGuosoruuecKas
yueroTa*
a) Total aerobic microbial count / INot more than 1000 CFU/g /
O61ee ucIo a3poOHBIX NA He 6osiee 1000 KOE/r
MHKPOOPTaHH3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6uee uucno He 6once 100 KOE/r
IPOXOKEBBIX U IJIECHEBBIX TPHOOB
c) E. coli NA Shall be absent in 1g/ OrcyrctBue B 1 ¢
8 Assay / KonnuecTpeHHoe From 9.0 mgto 11.0 mg of
onpesesieHue C21HasCIN2O3: 2HCI (Cetirizine
1L G /11&:“ B Dihydrochloride) in tablet (90.0 % to 110.0 %
’ of label claim). / Ot 9,0 Mr no 11,0 mr
C>HasCIN203-2HCI (uetupuzuvHa

Remarks : The Product confirms to ND/
IIpumedanue: ITpoaykT cooTBeTCTBYET TpedoanusM HJI

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarotoBneHo: [Tposepeno: IIpoeepeno (AOK): | OnoGpeno: ObecnedeHue kayecTBa/ OTBETCTBEHHOE JIMLIO:
Rama Kant Pardeep Kumar Amit Kumar
&
Ve /\ )
Date / Date / Date / Date / \ ‘. )
Hara: 30.05.2026 JHata: 30.05.2026 Hara: 30.05.2026 Hara: /O %
\ Wy’ <y

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



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

CEPTUOPHUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IlpoaykT: LleTpuH® TabeTKH, MOKPHIThIE MNIEHOYHOH 060/104KOM, 10 Mr

JHueH3usa Ne

Market / Poinok : Russia/ Poccus

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

Cepus Ne * V2601060 Paimep cepuu 25,00,000 Ta6
Analytical Repourt No./ . 890001884463 Date of Analysis / 30.05.2026
AHajuTHYeCKHiT oTueT No JlaTa aHau3a B

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

JaTa npou3BoacTBa I'open ao

Mfg. License No. / .

Mponseoxcresnnas . MNB/05/263 NEA numibers } JIM-Ne(005456)-(PT-RU)

Homep PY

PL approved: / JIB yreep:xkaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaer no HJ: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTnbl nepBU4HOH yNaKOBKH yTBep:KAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPMYHOH YIAKOBKH YTBep:kAeHbI: 17.02.2025

Ne  |Test/Ilokasatens | Result / PesyabTaThbl

Specification / Hopma

imuruapoxmaopun) B Tabnerke (ot 90,0 % no
110,0 % oT HOMUHAJILHOTO COHEPIKAHMSL).

9 Subdivision of tablets /
Jlenenne TadneTox

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 TPeOOBAaHUAM, ECIH
ve Gonee 1 equHUYHAs Macca OTKIIOHSIETCS 32
apenensl 85%-115% ot cpenHeii Macchl.
'TabneTku He COOTBETCTBYIOT TpeOOBaHUAM,
ecnn 6oyiee yeM 1 MHAKWBUAYaNbHAs Macca
OTKJIOHSIETCS OT ITUX MpPEAesIoB WIH, eclu 1
WMHIAMBMyaJIbHas Macca OTKJIOHSIETCS 3a

Remarks : The Product confirms to ND/
Ilpumeuanue: [ponykr coorBercTByeT Tpeboranusam HJI

Conclusion : APPROVED /
3arouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) /
IloarorosneHo: IIpoeepeHo: ITpoBepeno (AOK):
Rama Kant Pardeep Kumar Amit Kumar

g -

/\*’“/

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecneyeHre kauecTsa/OTBETCTBEHHOE JIULIO;

n DA
Date / Date / Date / Date / K \ N /‘OB u
Jara: 30.05.2026 Jara: 30.05.2026 Hara: 30.05.2026 Jlara: R 5 f)o
AT B o

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

CEPTH®HUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: LietprH® TabneTky, NOKPbITHIE NNEHOYHOM 06ono4ukoi, 10 Mr

Market / PeiHok : Russia / Poccust

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

Cepus Ne g VD Pasmep cepun 25,00,000 Ta6
Analytical Repo:‘t No./ . 800001884463 Date of Analysis / 30.05.2026
AHanuTHYECKHiT oTUeT No JlaTta ananusa

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

JlaTa npon3BoacTsa Toaen jxo

Mifg. License No./

IIpousBoacTBeHHAs : MNB/05/263 LA murnhent JITI-Ne(005456)-(PT-RU)

anueH3us No

Homep PY

Analysis performed according to ND: / Anaau3 nposegen mo HJ{: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI yNnakoBKH yTBepxaensr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHOMH YTAKOBKH yTBepikAeHbl: 17.02.2025

PL approved: / JIB yreepaaen: 15.05.2024

Ne  |Test/ IHokasaTenn Result / PesyabTaThbi Specification / Hopma
npeaenst 75%-125% ot cpenHei Macchl.
10  [Package / Onucanne ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information lor 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnetok B la carton. / ITo 10 taGnerox B
[MBX/TIBJIX//antomunneBom 6nuctepe. [[IBX/TIBJIX//aniomunuesom Gnucrepe. ITo 2
[To 2 6nucTepa BMECTE C JIUCTKOM- uiau 3 6ucrepa BMeECTe € JIMCTKOM-
BKJIA/IbIILIEM YITAKOBaHBI B MAYKY BK/IA/IbILIEM YIaKOBAHB! B AUKy KapTOHHYIO.
KapTOHHYIO.
11 [Labeling / MapkupoBka Complies / CoorBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B coorsercTBUM ¢ pazgenom 1.3.2
] MOAYJIS 1 perucTpaLMoOHHOrO 10Che.
12 Storage conditions / Ycnosus At temperature not higher than 25 °C / Ilpu temnepatype re Boie 25 °C.
XpaHeHHs
13 Shelf-life (storage period) / Cpok3 years. / 3 roaa.
rOAHOCTH (CPOK XpaHeHHs)

Remarks : The Product confirms to ND/
Ipumeuanne: Ipoaykr coorercryeT Tpebosannam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
Ioarorornexo: IpoeepeHo: IMposepeno (AOK): | Onmobpeno: Obecnedenue kauecTBa/OTBETCTBEHHOE NHLO:
Rama Kant Pardeep Kumar Amit Kumar
z ==

G g3 b o)
Date / Date / Date / Date / bf /@ rL L
Jlara: 30.05.2026 Jara: 30.05.2026 | Hara: 30.05.2026 Jara: L] )

R

Registered Office: 8-2-337, Road No. 3, Banjara Hil
Tel: +91 40 4900 2900, Fax: +91 40 4900 2

Is, Hyderabad - 500034 Telangana, India
999, Email: mail@drreddvs.com
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Do Dr. Reddy's Laboratories Ltd.
.. Formulation Unit-6

’ i it-
Drc Reddy S ‘_ Vill. Khol, Nalagarh Road, Baddi,

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

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: LleTpun® TabNETKH, MOKPBITHIE MNEHOYHOH 00onoukoi, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus No £ V2601060 Pasmep cepun 25,00,000 Tab

Analytical Repo“rt No./ . 890001884463 Date of Analysis / 30.05.2026

AHAJNHTHYeCKHIT oTUeT Ne JaTta anannza

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

JlaTa npousBoAcTBa Togen no

Mfg. License No. /

IIpousBoaCTBeHHAs : MNB/05/263 S b ¢ JIT-Ne(005456)-(PT-RU)
Homep PY

JnueH3us Ne

Analysis performed according to ND: / Anann3s nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBUYHOl YyNaKOBKH yTBep:xaeHbl: 12.11.2024

| Artworks of secondary package approved: / MaxeThl BTOpHYHOii yIaKOBKH yTBepxaenbl: 17.02.2025
|PL approved: / JIB yTeepxaen: 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. / [IpoBOEHUTCS IPOU3ROANTENEM NPHU BBITYCKE MEPHOANHECKH: I Kaxaoii 20-0ii
cepud WK He MeHee 1 pasa B ro. [lokaszaTenb MoeT ObITh He BkntoueH B CepTudukar ananuza pupmer.

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykT cooTBeTcTBYET Tpebosanusam HJI

=

/\(.fﬂk
-—

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[NoarorosneHo: ITpoBepeHo: IMpoeepeno (AOK): | Onobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE JIMLIO:
Rama Kant Pardeep Kumar Amit Kumar

A

Dy

Hara: 30.05.2026

Date /
Jara: 30.05.2026

Date /
Jara: 30.05.2026

Date /
JlaTa:

\ W%@?OW

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com




®e Dr. Reddy's Laboratories Ltd.
/ o Formulation Unit-6
DI'. Red dy S q.. Viil. 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
IIpoaykT: LleTpuH® TabneTku, NOKPhITHIE MIEHOYHONH 06osioukoid, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne : V2601060 Paszmep cepuu ' 25,00,000 Tab

Analytical Repo“rt No./ . 890001884463 Date of Analysis / 30.05.2026

AnanuTuueckuii otuet Ne JlaTta aHanau3a

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

JlaTa npou3BoAcTBa T'open go

Mfg. License No. /

'V —— : MNB/05/263 MA xisrufies: / JIT-Ne(005456)-(PT-RU)
Howmep PY

JauueH3us Ne

Analysis performed according to ND: / Ananus nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBHYHO#I YNaKoBKH yTBepxkaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOH yNaKoBKHU yTBepaxaeHsbi: 17.02.2025
PL approved: / JIB yreepaaen: 15.05.2024

API name / HaumenoBanne A®C: Cetirizine dihydrochloride / Letnpu3una ouruapoxiaopua
INN / MHH: Cetirizine / Lletupuzux

API manufacturer batch number / BT00-26011, BT00-26013

Howmep cepuu npouspoauteis A®C:

FP Manufacturer API Batch number / FETA00163, FETA00164
Homep cepuu cyGeTaHuuu npoussoautens [JID:

API Manufactured by, address & country / Glochem Industries Private Limited,
IIponspoautenr A®C, agpec u cTpana: Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /

['noxem HUnpactpuec [patisut Jlnmuren,
VYuactku Ne 174-176, U.J1.A., bonnapam, Canrapennu
Huctpukt - 502 325, Xatinapaban, wrat Tenanrada, Unans

Name, address, authorization No for FP manufacturing Dr. Reddy’s Laboratories Ltd.,

site / Control site / Release site / Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
HaunmenoBanue, agpec, THIEH3UA sl Solan (HP) 173205, India (license No MNB/05/263). /
IpouspoacTBenHas miowaaka / Ilnomaaka KoHTpoas J-p Pennu' ¢ Jlabopatopuc JItx.,

kadecTBa / [Liomaaxa BbInmycka ITpousBoacTBeHHOE noapasaenenue-6, Bumi. Kxoins, Hanarapx

Poyn, Banou, Juerpukr Conan, X.I1., 173205, Unaus
(JTunenszus 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 /

IIpumeuanne: [Ipoaykt coorBeTcTBYeT TpeboBanuam HJI 3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarorosneHo: IIpoeepeno: Iposepeno (AOK): | Omobpeno: Obecneuenne kauecTsa/ OTBETCTBEHHOE JIHLIO:
Rama Kant Pardeep Kumar Amit Kumar

o

Date / \ Date / Date / Date / 3
Hara: 30.05.2026 Jata: 30.05.2026 | Jata: 30.05.2026 Jara: N W@?@ (LL

LTI O ‘7""/ V4

D A

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




Qe Dr. Reddy's Laboratories Ltd.

’ ‘. Formulation Unit-6
Dr‘ Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IlpoaykT: LletpuH® TabsieTky, MOKpHITHIE NIEHOUHOH 060n04KoM, 10 MI

Market / Peinok : Russia/ Poccus

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

Cepusi Ne B Yaeui0ey Pasmep cepun * 25,00,000 Tab

Analytical Repovrt No./ . 890001884463 Date of Analysis / 30.05.2026

AHaJMTHYECKHIT oTyeT Ne JaTta ananusa

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

JaTa npousBoacTBa I'open no

Mfg. License No. /

e — : MNB/05/263 BlEanbbes : JII-Ne(005456)-(PT-RU)
Homep PY

JuueH3usa Ne

Analysis performed according to ND: / Ananu3 nposeaes no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHO#H YNaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH ynakoBKHu yTBepaxkaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 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». /

3aknoueHHe 0 co0TBeTCTBUM: «HacTosumM s MOoATBEpK a0, UTO MpHBEAEHHas BhIllle HHGOpMaLMs ABIsSETCS TOCTOBEPHOH U
TOYHOW. DTa cepus MPOAYKLUHMH MpoH3BeAeHa (BKIOYAs YNakKOBKY (MapKMpPOBKY) M KOHTPOJb KauecTBa) Ha BBIIICYKa3aHHOH
NPOM3BOJICTBEHHON TUTOINaAKe (IUTOLIAAKaX) B MIOJHOM COOTBETCTBUM € TpeGoBanuamu IlpaBun Hannexaleil NpoU3BOACTBEHHOM
npakThku EBpasuiickoro skoHoMmuyeckoro cotosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centsabpa 2025 r.) u Tpe6oBaHUAMU
KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPEICTB, @ TAKXKE B COOTBETCTBHH CO CIeLMPUKAUMIMH, COAEPKAUMMHUCS B PETUCTPALIMOHHOM
J0Che CTPaHbl-UMMOPTEPA. 3anucu 10 TMPOU3BOACTBY, YIAKOBKE M aHAIM3y [MPOBEPEHBI, H YCTAHOBIEHO HMX COOTBETCTBHE
Tpeboanuam [pasun Hamiexalieii pou3BOICTBEHHOM NMpakTHKKY EBpasuiickoro 3KOHOMMYECKOTO COI03a.

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

Ilpumeuanue: IIpoaykT coorBeTcTBYET TpeboBanusam HJL 3axmwouenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorosneno: IIpoBepeHo: IposepeHo (AOK): | Onobpeno: Obecnieyenne kauecTpa/OTBETCTBEHHOE JIULIO:
Rama Kant Pardeep Kumar Amit Kumar

E e

NP A T
Date / Date / Date / Date / l *W (i
Jara: 30.05.2026 Jara: 30.05.2026 Jara: 30.05.2026 Jlara: ) o ,\/Oh ?ﬁ
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Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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