Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: Lletpun® rabnerTky, NOKphIThIE MIeHOYHOH 06osioukoif, 10 Mr

Market / Poinox

: Russia / Poccus

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

Cepusa Ne ¥ VEoHos0s Pasmep cepun 25,00,000 Ta6

Analytical Repovrt No. / . 890001872520 Date of Analysis/ 21.03.2026

AHanntuyeckuii orTyer No JlaTa aHanu3za

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

JlaTa nponsBojacTsa T'oaen no

Mfg. License No. / }

IIpousBoacTBeHHAs : MNB/05/263 M b/ JITI-Ne(005456)-(PT-RU)
Homep PY

Jsnuensus Ne

Analysis performed according to ND: / Auaaus nposenen mo HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl nepBHYHOiT yNaKoBKH yTBepakaeHbl: 12.11.2024
Artworks of secondary package approved: / Makerbl BTOpHYHOIi yTaKOBKH yTBepiAeHbl: 17.02.2025
PL approved: / JIB yreepauen: 15.05.2024

{ Ne Test / IlokazaTein

Result / PesyabTaThl '

Specification / Hopma

=
[1 q)escription / Onucaune

White coloured, round, biconvex film
coated tablets with a break line on one
ide. White core on cross section. /
Kpyribie ABOSKOBBIMYK/Ibic TabneTkw,
MOKPLITBIE  [JIEHOUHOH  oBonoukoit
Genoro usera, ¢ pPUCKOW Ha OJHOH
cropoxe. Ha mnonepeynoM paspese —

s1po GeJioro LiBeTa.

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.
/" Kpyrable [BOSIKOBBIMYKJblE TabAeTKH,
NOKPBITBIE TIEHOYHOH 000s04KOi Genoro
WNH NOYTH 6€JIOoro LBeTa, C PUCKOi Ha OJHOM
croponre. Ha nonepeuHom paspesze sapo ot
6es1oro j10 mouTtH 6€510ro BeTa.

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

I pumeyanne: [ponykr coorsercrayer Tpedosanmuam HJL 3axsiouenue: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[NonrotosneHo: IpoeepeHo: IMpoeepero (AOK): | Onobpeno: Obecneyenne kauectsa/OTBETCTBEHHOE THLIO:
Ramakant Pardeep Kumar Amit Kumar

Date / Date / Date / Date / A\ ~0%~ 20 4

Jara: 23.03.2026 Hara: 23.03.2026 Jlara: 23.03.2026 Jlara:




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IMpoaykr: Lletpun® TabneTkn, nokpeITole mieHouHo obosioukoit, 10 Mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne % Yao0isel Pasaep cepuu 25,00,000 Tab

Analytical Repovrt No./ . 890001872520 Date of Analysis / 21.03.2026

AHaJuTHYEeCKHI oTueT Ne Jarta aHaau3za

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

JlaTa npon3soacrsa Togen no

Mfg. License No. /

Hponseocraennas : MNB/05/263 A JIN-Ne(005456)-(PT-RU)
Howmep PY

Jnuensns Ne

PL approved: / JIB yT

Bepakaen: 15.05.2024

Analysis performed according to ND: / Ananus nposegen o HJ: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HO# yNakoBKH yTBepaxaenbi: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUHOIi yNTaKOBKH yTBepAeHbl: 17.02.2025

Ne —TTest / llokazaTesib

Result / PesyabTaTsl

Specification / Hopma

2 Identification / The retention time of the main peak in
HaenTndurauns the chromatogram of test solution
complies with the retention time of the
HPLC / BDXX main peak in the chromatogram of

Cetirizine Hydrochloride reference
standard solution. / Bpemst yaepxmnBanus
OCHOBHOTO MHKA Ha XpOMaTorpamMme
MCIBITYEMOTO PacTBOPa COOTBETCTBYET
BPEMEHH yEPXKUBAHKS OCHOBHOTO MUKa
Ha XpOMaTorpaMme CTaHIapTHOTO
pacTBOpa LETUPH3HHA MMAPOXJIOPHAA.

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 yoep>KHBaHHS OCHOBHOTO MUKA Ha
XpoMaTorpaMmme HCTLITYeMOro pacTeopa
JIONIAKHO COOTBETCTBOBATE BPEMEHHU
YAEPHKHBAHHA OCHOBHOI'O NKKa Ha
XpOMaTorpaMme CTaHIapTHOrO pacTBopa
LeTHPH3KHHA ruapoxJopuaa (pasnen
«KonuuecTBeHHOE onpeneneHue).

Remarks : The Product confirms to ND/
Mpumesuanne: Ipoaykr coorpercreyer Tpebosanusm HL

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToaroToBaEHO: [TposepeHo: [posepeHo (AOK): | Onobpeno: ObecneueHne kayecTBa/OTBETCTBEHHOE JIULIO;
Ramakant\}ﬁ/ Pardeep Kumar Amit Kumar
/
Date / Date / Date/ Date / b
oL 2
Jlata: 23.03.2026 Jlara: 23.03.2026 Jlata: 23.03.2026 Jlara: A
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: Lietpunu® tabneTku, NOKpbIThIE MNIEHOYHOH 000n0uKoii, 10 Mr

Market / PoiHok : Russia / Poccust

Batch No. / ) Batch Quantity / 25,00,000 tab /
Cepus Ne # V2600563 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001872520 Date of Analysis / 21.03.2026
AHajHTIHYECKHIT oTHeT No Jara avanusa

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

Jata nponsBoacTaa Tomen no

Mfg. License No. /
IIpousBoacTBeHHAS
nuuen3usa Ne

: MNB/05/263

MA number: /

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

PL approved: / JIB yrBepxaen: 15.05.2024

Analysis performed according to ND: / Anaaus nposeaen mo HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl mepBHYHOI yNaKoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / Makerb! BTOPU4HOIi YNAKOBKH yTBepaaenbi: 17.02.2025

Ne | Test/Tlokasarean Result / PesyabTaTnl

Specification / Hopma

UV- spectrophotometry /
V®- cniekTpodoTomeTpus

Complies / CooTBeTcTBYET

"he 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 ®-criekTpbl MOrIomeHus
MCTLITYEMOTO pacTBOpa M CTaHAAPTHOTO
pacTBOpa UETHPU3HHA THAPOXJIOPUAA B
obnacti ot 200 10 400 HM JOHKHBI HMETH
MaKCMMYMBb! MOTJIOILEHHS NIPH OAHOH U TOMH
K€ JUTUHE BOJIHBI C AOMYCTUMbIM
OTKJIOHEHHEM + 2 HM.

3 Dissolution / PacTBopenue

99%; 100 %; 102 %; 100 %; 101 %;

Not less than 80% (Q) of the labeled amount
of C> HasCIN203:2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee

99% 80 % (Q) OT HOMUHAJILHOIO COEPIKAHHS
C:[HgsClNzO}'ZHC] (ue’mpmuna
J sMruapoxaopun) depes 30 MuH.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ipoaykr coorBercreyer Tpeborannam HJL 3akawuenue: OJIOBPEHO
Prepared by / Checked by / . Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToaroToBaeHo: IlposepeHo: Iposepero (AOK): | Omobpeno: Obecneuenue kayecTra/ OTBETCTBEHHOE JIMLIO:
Ramakant Pardeep Kumar Amit Kumar W
t,L[\/ L
Date / Date / Date / Date/ o (017 ~wWh
Jlara: 23.03.2026 Jara: 23.03.2026 Hara: 23.03.2026 Jara:




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykt: LleTpuH® TabNETKH, MOKPBITHIE NIIEHOYHO# 00osioukoi, 10 Mr

Market / PeiHok : Russia / Poccus

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

Cepus Ne EED Pazmep cepiin 25,00,000 Ta6

Analytical Repourt No./ . 890001872520 Date of Analysis / 21.03.2026

AHaauTHYecKuii oTyeT No JaTta ananunza

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

JlaTa npou3BoacCTBA TI'open no

Mfg. License No. / .

IponssoacTeennas : MNB/05/263 DA umbe: / JITT-Ne(005456)-(PT-RU)
Homep PY

Junensus Ne

PL approved: / JIB yrBep:xaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThl nepBHYHOIi yNaKOBKH yTBepskaenbl: 12,11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI YIAKOBKH yTBepkaeHbi: 17.02.2025

Ne iTest / IlokasaTenn Result / Pe3yabTaThl Specification / Hopma I
4 (Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTL JO3HPOBAHHLIX 24 than 15.0 / ITokazatens npuemaemocth (AV)
eAHHHL - noskeH 6uITh He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeyanue: Ilpoaykr cootBeTcTBYET TpebGoBanusm HJI 3akawyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITogrorosneHo: [TpoBepeHo: Ipoeepeno (AOK): | Onobpeno: ObecneueHue kauecTa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar
D\ W
Date / Date / Date / Date / W""A/“ v b
Jara: 23.03.2026 Jlara: 23.03.2026 Jara: 23.03.2026 Jara:




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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA

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

Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Cetrine® film coated tablets, 10 mg
ITpoayxr: IleTpuH® TabneTky, NOKPHIThIC MIEHOUHON 000J104KO#, 10 M
Market / Peinox : Russia/ Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepun Ne # Maopuand Pasmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001872520 Date of Analysis / 21.03.2026
AHanUTHYeCKH I oT4eT No JlaTa aHaaun3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BoacTBa Togen xo
Mfg. License No. /
TpousBoacTeenHas : MNB/05/263 ——— JI1-Ne(005456)-(PT-RU)
Homep PY
JHneH3nsa Ne
Analysis performed according to ND: / Ananus nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4HOIi yNaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YyTaKOBKH yTBepxaeHbl: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024
S Impurities / IIpumecn ]
Impurity A /
[Ipumecs A Below LOD (LOD =0.005 %) / Hxe
npenena o6Hapyxenus (I10 = 0,005 %) [Not more than 0.2 % / ne 6onee 0,2 %
[mpurity B /
[Mpumecs B 0.04 % INot more than 0.2 % / ue 6onee 0,2 %
Impurity C/ Below LOQ (LOQ = 0.017 %) / Huxe [Not more than 0.2 % / ue 6onee 0,2 %
[Mpumecs C npejena KoJMYeCTBEHHOro OnpeaeneHHs
(TIKO = 0,017 %)
Impurity D / Below LOQ (LOQ = 0.003 %) / Hixke [Not more than 0.2 % / He 6onee 0,2 %
[Tpumece D npenena KOJIM4eCTBEHHOTO OIpe/iesieH s
(IIKO = 0,003 %)
[mpurity E / Below LOQ (LOQ = 0.023 %) / Hiwxe Not more than 0.2 % / ue 6onee 0,2 %
[Tpumecs E npenena KoJIM4eCTBEHHOrO onpeaeneHus
(IIKO = 0,023 %)
[mpurity F / INot more than 0.2 % / He 6onee 0,2 %
[Tpumece F 0.04%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipogykr cooTBeTcTBYET TpeGoBanusam HL 3axnmoyenne: OTOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloarororeHo: IporepeHo: IMposepeno (AOK): | Ono6peno: ObecneyeHue kauecTBa/OTBETCTBEHHOE JIUIIO:
Ramakant \}l‘k Pardeep Kumar Amit Kumar
£ >z
Date./ Date./ Date./ Date( A 07 :,/o’)/b
Hara: 23.03.2026 Hara: 23.03.2026 Hara: 23.03.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.comn
CIN: L85195AP1984PLCODA507
www.drreddys.com



Dr.Reddy’s “:'.

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

Vill. Khot, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, iNDIA

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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LletprH® TabnerkH, MOKpeIThIE MNEHOYHOH 060J104KOi, 10 Mr

auuen3us Ne

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne i V2600563 Pasmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001872520 Date of Analysis / 21.03.2026
AHananruyeckuii oTyeT No JaTa aHasnn3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npoH3BOACTBA I'ogen go
Mfg. License No. /

MA number: /

: JITT-Ne = ]

IMpousBoacTBeHHAR MNB/05/263 Homep PY [1-Ne(005456)-(PT-RU)

PL approved: / JIB yTeep:xkaen: 15.05.2024

Analysis performed according to ND: / Ananu3 npoeeaen nmo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4YHO# yIaKOBKH yTBep2kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHO#i YNIaKOBKH yTBepaxaenb1: 17.02.2025

Any individual unidentified
impurity / JIro6as enuHHYHAs
HenaeHTHhUIUPOBAaHHAs IPUMECH

Total impurities /
CymMa npumecei

0.05%

0.1%

ot more than 0.2 % /
He 6onee 0,2 %

INot more than 2.0% /
He Gonee 2,0%

Remarks : The Product confirms to ND/

M pumeuanne: [Ipoaykt coorBeTcTBYET Tpeboanuam HJL

Conclusion : APPROVED /
3axmwouenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToAroToBnero: IlpoBepeHo: IMposepeno (AOK): | Ono6peno: Obecneyenre kauecTBa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar \‘W

Date / Date / Date / Date / )

JHara: 23.03.2026 Hata: 23.03.2026 Jara: 23.03.2026 Jlara: % } ct

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




Dr.Reddy’s ":’

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

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Mpoaykr: LeTpuH® TabneTku, MOKpbITLIC MIEHOUHOH 06010uKOM, 10 Mr

anuensus Ne

Market / Poinox : Russia / Poccwust

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

Cepus Ne s VGN0363 Pasmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001872520 Date of Analysis / 21.03.2026
AHaMUTHYEeCKHH oT4eT No JlaTa anajausa

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

JlaTta npoussoacTea T'oaen go i

Mfg. License No. / .

IpousBoaCTBeNHas : MNB/05/263 AA.numbers./ JITT-Ne(005456)-(PT-RU)

Howmep PY

PL approved: / JIB yTBepxkaen: 15.05.2024

Analysis performed according to ND: / Ananus nposeaen no HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBH4YHOIl YTAKOBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi YTaKOBKH yTBepaxaeHbl: 17.02.2025

Ne Test / Tloka3zaTean

Result / PesyabTaTbl

Specification / Hopma

6 ‘Water content /

Copaepxxanue BOAbI

7 Microbiological purity* /
MukpobHnoaoruueckas
yHcTOTa®

a) Total aerobic microbial count /
Obwee yncno aspobHbIX
MUKpPOOPraHu3MOB

b) Total combined yeasts and
mould count / O61uee yucio
IPO>KKEBBIX U [LIECHEBBIX TPUOOB

23 %

NA

NA

NA

INot more than 8.0% /
He 6oiee 8,0 %

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

9.95 mg /9,95 mr

99.5 %

c) E. coli Shall be absent in lg/ OrcyrctBue B 1 1
8 Assay / KonnuyecTBeHHoe From 9.0 mgto 11.0 mg of
onpeaesieHHe C11Ha5CIN>O;5-2HCI (Cetirizine

Dihydrochloride) in tablet (90.0 % to 110.0 %
lof label claim). / Ot 9,0 mr g0 11,0 mr
{C21HasCIN>O3- 2HCI (uetupusnHa

Remarks : The Product confirms to ND/

IIpumeuanue: [poaykrt coorsercTBYET TpeboBanuam HJT

Conclusion : APPROVED /
Jaxmoyenne: O/JOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarororneHo: IlposepeHo: [Ipoeepeno (AOK): | Onobpeno: O6ecneuenue kauecTsa/OTBETCTBEHHOE JIULIO;
Ramakant Pardeep Kumar Amit Kumar
@0‘\ - /\/",
Date / Date / Date / Date / 24
2o
Jara: 23.03.2026 Jlara: 23.03.2026 Jlarta: 23.03.2026 Jlara: M (oy

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

Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCDO4507
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 AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LleTpuH® TabneTku, NOKPBITbIE MIEHOUHOM 060J10uKO, 10 Mr

Market / PoiHOK : Russia / Poccus

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

Cepusi Ne & F2600563 Pasmep cepitn 25,00,000 Ta6

Analytical Repo“rt No./ . 890001872520 Date of Analysis / 21.03.2026

AHanuTHYECKHIi oTueT No Jara anaausa

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

JlaTa npou3BoacTBa Tonen 10

Mfg. License No. / .

Mponssoncraennas : MNB/05/263 MLampmbery / JITT-Ne(005456)-(PT-RU)
Homep PY

NuneHsus N

Analysis performed according to ND: / Ananus nposeaex no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOIl yTAaKOBKH yTBep:kAeHbl: 12.11,2024
Artworks of secondary package approved: / MakeTsl BTOpHYHOi1 yNakoBKH yTBep:kAeHbl: 17.02.2025

PL approved: / JIB yrBepxaen: 15.05.2024

| Ne Test / IlokazaTens

Result / Pe3yabTaThl

Specification / Hopma

auruapoxnopun) B Tabnetke (ot 90,0 '%_)1_0A¥
110,0 % ot HOMHHaANBLHOIO comepKaHus ).

9 Subdivision of tablets /
Jlenenue TabJieTok

Complies / CooTBeTcTBYyET

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. /
'TabneTkH COOTBETCTBYIOT TPEGOBAHHAM, €C/TH
He Gonee | eanHUYHAS Macca OTKJIOHAETCA 3a
npenesnst 85%-115% ot cpenHeit Macchl.
TabneTku He COOTBETCTBYIOT TpeOOBAHHSAM,
ecnu Gonee uem 1 HHAMBUIYabHAsA Macca
OTKJIOHSIETCS OT 3TUX NPENEIIOB UM, ecu 1
MHAMBHAYyabHas Macca OTKIIOHSETCH 33

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [poaykr coorBercrayet TpetoBanusam HIL 3axawuenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
INoarorosneHo: [Tposepeno: IMpoeepeno (AOK): | Ono6peHo: Obecneyenue kadecTBa/OTBETCTBEHHOE JIHLIO:
Ramakant Pardeep Kumar Amit Kumar

W Lo | A \

P /

Date / Date / Date / Date / 20
Jara: 23.03.2026 Jara: 23.03.2026 JHara: 23.03.2026 Jara: s ikl

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email. maii@drreddys.com

CIN: L85195AP1984PLCDO4507
www.drreddys.com
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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

CEPTUDPUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lletpun® TabneTku, MOKPBIThIE UIEHOYHOM 06010uKOH, 10 MI

Market / Pbinox : Russia / Poccus

Junen3usa Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne s Vaense Pa3mep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001872520 Date of Analysis / 21.03.2026
AHaJNHTHYECKHIT oTueT No Jata anaanza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JaTta npou3BoacTBa T'open go
Mfg. License No. /
MA number: /
[Ipon3poacTBeHHAs : MNB/05/263 Homep PY JITI-Ne(005456)-(PI"-RU)

PL approved: / JIB yreeps&aen: 15.05.2024

Analysis performed according to ND: / Auanus nposeaeH no HJI: JITI-N(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl NepBHYHOI YNAKOBKH YTBepaAeHbI: 12.11.2024
Artworks of secondary package approved: / Makersl BTOpHYHOIH ynakoBKH yrBepxaenni: 17.02.2025

Ne Test / [loxazarens Result / Pe3yabTaThl _SBcciﬁcation / Hopma
npenens 75%-125% ot cpenHeit Maccsl.
10  |Package/ Onucanue ynaxosku (10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. /ITo 10 Tabnetok B {a carton. / I1o 10 Tabnerok B
[IBX/TIBX//amomunueBom Gnucrepe. [[IBX/TIB/IX//amomunnerom 6nucrepe. ITo 2
ITo 3 6nkcTepa BMECTE C JIMCTKOM- 1K 3 611MCTEPa BMECTE C JINCTKOM-
BKJIA/IbILIIEM YNAKOBAHBI B MAYKy BKJ1aIbIIEM YIIaKOBAHbI B MA4YKy KAPTOHHYIO.
KapTOHHYIO.
11 Labeling / MapkupoBka Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
dossier. / B cootBeTcTBHM ¢ pazaenom 1.3.2
Moy 1 perucTpauMoOHHOTO OOChE.
12 Storage conditions / YcsoBuss At temperature not higher than 25 °C / I1pu Temnepartype He Boie 25 °C.
XpaHeHHs
13 Shelf-life (storage period) / Cpok|3 years. / 3 rona.
FOAHOCTH (CPOK XpAHEeHHs)

Remarks : The Product confirms to ND/
Ipumeuanne: Iponykt cootBeTcTBYeT TpeboBaHusiM HJL

Conclusion : APPROVED /
3akawuenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToarotosneHo: IIpoBepeHo: [posepeHo (AOK): | Onobpeno: Obecnedenne kauecTsa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar

- G
Date / Date / Date / Date / A O - s
Jara: 23.03.2026 Hara: 23.03.2026 | Hara: 23.03.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO0D4507
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: LleTpnH® TabaeTku, NOKPHITHIE MNEHOUHOH 060104KOM, 10 Mr

Market / Peinok : Russia / Poccus

JIHIeH3us Ne

Batch No. / : Batch Quantity / 25,00,000 tab /
Cepus Ne Y06 Pa3mep cepun 25,00,000 Tab
Analytical Repourt No./ . 890001872520 Date of Analysis / 21.03.2026
AHanuTH4eckuii oTyeT No JlaTa aHanuza
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npon3BoAcTBa I'ogeH a0
Mfg. License No. /

MA number: /

s B/05/2 -Ne -(PT"-

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

PL approved: / JIB yrBepxnen: 15.05.2024

Analysis performed according to ND: / Auann3 nposened mo HJI: JITT-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOli yNaKoBKH yTBep:kaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HO#H yNaKkoBKH yTBepaaeHbl: 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. / [IpoBoauTCs IIPOM3BOAUTENEM TIPH BBIMTYCKE NEPUOAMYECKU: IUTA Kaxaok 20-0it
cepuu WM He MeHee 1 paza B roa. [Toka3zarens Moxert ObiTh He BtoueH B CepTudHkaT aHanuza GupMelL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ipoxykr cooTBeTcTBYeT TpeboBanusam HJI 3axawuenue: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoarotorneHo: [posepeHo: [Mposepeno (AOK): | Onobpeno: Obecnieuenue kauectsa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar
o . ‘
Date / Date / Date / Date / 4~ yolb
Jara: 23.03.2026 Jara: 23.03.2026 JHara: 23.03.2026 Jara: ‘)/"( "03

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4900 2909, Fax: +91 40 4900 2999, Email; maii@drreddys.com
CIN: L85195AP1984PLCO04S507
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

CEPTHOUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

ITpoaykt: Lletpun® TabneTky, NOKpbIThiE IIEHOYHON 000J104KOM, 10 Mr

Market / Poinox : Russia / Poccust

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

Cepus Ne b VERies Pasmep cepun 25,00,000 Tab

Analytical Repo“rt No./ . 890001872520 Date of Analysis / 21.03.2026

AHanauTuyeckuii otuet No JaTa ananausa

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

JlaTa npou3BOACTBA T'open o

Mfg. License No. / .

Ipou3BoacTBeHHAS : MNB/05/263 L JITI-Ne(005456)-(PT-RU)
Homep PY

JHueH3ua Ne

PL approved: / JIB yreepaxaen: 15.05.2024

Analysis performed according to ND: / Ananu3 nposeaed no HJI: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl NnepBHYHOI YNaKOBKH yTBepaxkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynakoBkHu yTBepsaeHbl: 17.02.2025

API name / Haumenosanune ADC:

Cetirizine dihydrochloride / Lletupu3suna qurnapoxmopu

INN/MHH:

Cetirizine / Llernpuzun

API manufacturer batch number /
Homep cepun npoussoautens APC:

BT00-25060

FP Manufacturer API Batch number /
Homep cepuu cyGeranuunu npoussoautens [JIdD:

FETA00078

API Manufactured by, address & country /
Ilpoussoaurteas ADC, aapec U cTpaHa:

Glochem Industries Private Limited,

Survey No. 174 to 176, LD.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India /
I'moxem Unpactpuec [paiiBut Jlumuren,
VYuactku Ne 174-176, V.JI.A., Bonnapam, CaHrapenau

Juctpukr - 502 325, Xarinapaban, wrar Tenanrana, Unaus

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

HaumeHoBauue, agpec, IMUEH3HS A
IlpoussoacTBenHas niaowanka / [laomwanka kouTposs
kayecrtsa / [lnomagka Belnycka

Dr. Reddy’s Laboratories Ltd.,

Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.

Solan (HP) 173205, India (license No MNB/05/263). /
J-p Peann’c JIabGopatopuc JIta.,

[TpoussoacTBeHHOE noapazaenexnue-6, Bunn. Kxouns, Hanarapx

Poyn, bannu, Iuctpukt Conan, X.I1., 173205, Uuaus
(JInuenzua 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/
IIpumeuanne: IIpoaykt cooTseTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3axnwyenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloarotoBneHo: INpoepeHo: Ilpoeepero (AOK): | Omobpeno: Obecneuenne kauectea/OTBETCTBEHHOE JIULO:
Ramakant Pardeep Kumar Amit Kumar

Date / Date / Date / Date / ?/‘{ 2o Mo

Jara: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 Jata: "0/}

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Teiangana, Indiza
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLCO0O4507
www.drreddys.com




‘.o 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
CEPTHO®HUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
IMpoayxr: Lerpuu® TadiieTkH, NOKPbIThIE MIEHOYHOM 06onoukoi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne 3 VAGHISES Pasmep cepuu * 25,00,000 Tab

Analytical Repovrt No./ . 890001872520 Date of Analysis / 21.03.2026

AHanuTHYeCcKH i oTueT Ne JlaTta aHann3za

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

JlaTta npon3BoACTBA T'onex go

Mfg. License No. /

| —— : MNB/05/263 MA number: / : JIT1-Ne(005456)-(PT-RU)
Homep PY

JHIeH3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJ/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHOR YyNIaKOBKH YTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOIl yNaKOBKH yTBepxkaeHbI: 17.02.2025
PL approved: / JIB yrBepaxaen: 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». /

3akioueHye 0 cooTBeTCTBHM: «HacTofAlMM 5 NMOATBEPKAAl0, YTO NpHBeNeHHas Bbliue HHOpMaLys sBISETCS AOCTOBEPHOM U
TOYHOM. DTa cepusi MPOLYKLUWM MpoU3BeieHa (BK/IIOYAs YMAKOBKY (MapKUPOBKY) M KOHTPOJIb KauyecTBa) Ha BBILIEYKA3aHHOM
MPOW3BOACTBEHHOM Mowanke (Mowaakax) B MoJHOM COOTBETCTBUH ¢ TpebosaHusiMu [IpaBun Haanexaruei npoM3BoACTBEHHON
npakTuku EBpasuiickoro skoHomuueckoro coroza (Ne GMP/EAEU/RU/02329-2025 ot 19 cenrsibpsa 2025 r.) v TpeboBaHHAMH
KOHTpOJISL KAYeCTBa JIeKapPCTBEHHBIX CPEJCTB, a TAKXKE B COOTBETCTBUH CO clielPHKaLMaMU, CONEPKALMMHUCH B PErHCTPAUMOHHOM
JOChE CTpaHbI-MMIIOpTEpa. 3alKCH [0 MNPOU3BOACTBY, YINAKOBKE M aHANM3y MPOBEPEHbI, W YCTAHOBJEHO MX COOTBETCTBHE
Tpe6opannsm [pasun Haanexameit IPOU3BOACTBEHHOM NpakTHKK EBpa3HiicKOro 3KOHOMUYECKOTO COL03a.

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

IMpumeuanue: [poaykt cooTBercTBYeT Tpebosanuam HJL 3arnouenue: ONOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[MoaroTtoBaeHo: IIpoBepeHo: Iposepeno (AOK): | OnoGpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE JIULIO:
Ramakant Pardeep Kumar Amit Kumar

Date / Date / Date / Date /

Jata: 23.03.2026 | Jlata: 23.03.2026 | Jlata: 23.03.2026 | Jlata: s R e

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





