Dr. Reddy's Laboratories Ltd.

@e . :
Formulation Unit-6
9 [} )
Dr. Reddy S ". vill. Khof, Nalagarh Read, 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
Tpoaykt: LletprH® TabneTky, MOKPLITbIE NIEHOYHOH 00onoukoi, 10 mr

Market / Poivok : Russia / Poccus

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

Cepus Ne E V20600658 Pasmep cepun *25,00,000 Tab

Analytical Repovrt No./ . 890001875745 Date of Analysis / 07.04.2026

AHanuTuyeckuii oTyer Ne JlaTa ananusa

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

JlaTa npou3sBoacTBA Toaen 10

Mfg. License No. / .

IpouseoacTBenHasn : MNB/05/263 eI JIM-Ne(005456)-(PT-RU)
Homep PY

aunnensusa Ne

Analysis performed according to ND: / Ananaus nposeaer no H/I: JITI-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MakeTnl nepBHYHOIl YNAKOBKH yTBepKaAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHUHOH yIaKOBKH yTBepaxkaenbi: 17.02.2025
PL approved: / JIB yrBepaxaen: 15.05.2024

Ne Test / [loxazaTens Result / Pe3ynabTaThl Specification / Hopma

1 Description / Onucanue White coloured, round, biconvex film | White or off-white coloured, round, biconvex
icoated 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.
Kpyrabie aBosikoBbIykSible Tabnetky, |/ Kpyrnele ABOAKOBBIMYKIIBIE TabJETKH,
NOKPBITHIE  TUIEHOUHOH  000M0YKOM | OKPBITHIE TUICHOYHON 000JI04KOH Genoro
Oesoro uBeTa, C PUCKOM Ha OMHOH | KW MOUTH OEIoro LBETA, C PUCKOM Ha OHOM
cropoHe. Ha mnomepeuHoM paspeze —|cropone. Ha monepeuHom paspese sapo OT

_____|anpo Genoro ugera. 6enoro 10 MoYTH GEIOro LBETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [poaykr coorsercrByet Tpeboranuam HJI 3axnouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IloarorosneHo: [IposepeHo: IMposepero (AOK): | Onobpeno: Obecrneuenne kauecTsa/OTBETCTBEHHOE JIULIO:
Pravesh Rana f Pardeep Kumar Abhisljek Chauhan | o ‘QM wA

A Z [ &/O\D
Date / Date / Date / Date / )
Jlara: 07.04.2026 | Jlata: 07.04.2026 | Jlara: 07.04.2026 | Jlara: 0%3—°Y-"2026

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@d(reddys.comi
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘_‘.‘

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

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

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykt: Llerpun® TabneTkH, NOKPHITHIE MIEHOYHOH 06010uKOH, 10 Mr

Market / PbiHOK : Rus

sia / Poccus

nuneH3usa Ne

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne B VAG00658 Pasmep cepuu 25,00,000 Tab
analyiesl Reposc Mo, [ . 890001875745 Dtk Sl 07.04.2026
AHaJHTHYecKHI oTyeT Ne JlaTa ananusa
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa npou3BOACTBA I'ogen no
Mfg. License No. /
MA number: /
IIpoussoacTeeHnasn : MNB/05/263 Homep PY JITT-Ne(005456)-(PI-RU)

Analysis performed according to ND: / Ananus nposenen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makerbl IepBHYHOI YIaKOBKH yTBepaxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi yTaKkoBKH yTBepxkaeHbt: 17.02.2025
PL approved: / JIB yrBepxkaeH: 15.05.2024

| No Test / [loka3arenn Result / PesynbraTht Specification / Hopma
2 Identification / The retention time of the main peak in o . )
NaenTuduranns 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
standard solution. / Bpems ynepxuBaHus
OCHOBHOT'O NMUKa Ha XpoMaTorpamme
MCITBITYEMOTO PacTBOPA COOTBETCTBYET
BPEMEHH yJep>KMBaHUS OCHOBHOTO IHKa
Ha XpOMaTorpamMme CTaHAapTHOTO
pacTBOpa LIETUPH3UHA THAPOXIIOpHIA.

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

Bpems ynep>KHBaHHUsA OCHOBHOTO ITMKa Ha
XpPOMATOrpaMMe UCIBITYEMOrO pacTBoOpa
JIOJIKHO COOTBETCTBOBATH BPEMEHH
YAEpP>KUBAHUsS OCHOBHOTO NHKa Ha
XpOMaTorpaMMe CTaHAapTHOT'O pacTBopa
LeTUpU3HUHA THApPOXIopUa (pasmen
«KonnuecrseHHoe onpeneneHues).

Remarks : The Product confirms to ND/

Ipumeuanne: Ipoaykt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJIOGPEHO

Prepared by /
[MoaroTosseHo:
Pravesh Rana

Checked by /
IIpoBepeno:
Pardeep Kumar

=

Checkdd by (AQA) /
Iposgpeno (AOK):
Abhighek Chauhan

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kavectra/OTBETCTBEHHOE JTHIO:

143)0) ICanfws

(L

Date /
Jara: 07.04.2026

Date /
Hata: 07.04.2026

Date /
Jara: 07.04.2026

Date /
Hara:

0 9-oY-2024

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: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q?-

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

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

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Hetpun® TabneTkH, MOKPHITHIE M1€HOYHOH obonoykoi, 10 mr

Market / PbIHOK : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne ¥ N2600658 Pa3zmep cepun 25,00,000 Ta6
Analytical Repovrt No./ . 890001875745 Date of Analysis / 07.04.2026
AHajuTHYeCKHIT oTUeT Ne JaTta ananuza

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

JlaTa nmpou3BoacTea T'ogen no

Mfg. License No. /
IIpousBoacTBeHHAN
aunenzusi Ne

: MNB/05/263

MA number: /

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

Analysis performed according to ND: / Ananus nposeaen nmo HJL: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4YHOH YyNaKOBKH yTBepxkaenb: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHON yNaKOBKH yTBepxkAeHbl: 17.02.2025

PL approved: / JIB yrBep:xaen: 15.05.2024

Ne Test / [TokazaTenn Result / Pesyabrartol

Specification / Hopma

UV- spectrophotometry /
Y ®- cnektpodoTomMeTpus

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®-crekTpel NOrJOIWEHHMS
HCIILITYEMOTO pacTBOpa M CTAHAAPTHOrO
pacTBOpa LETHPU3MHA THAPOXIIOpUIA B
obnacti ot 200 10 400 HM JOKHBI HMETH
MAKCHMYMDbI MOTJIOIEHUS IPU OQHOM U TOH
K€ JUIMHE BOJIHBI C IOTTYCTHUMBIM
OTKJIOHEHHEM * 2 HM.

3 Dissolution / PacTeopenne

98 %

Not less than 80% (Q) of the labeled amount
of C21HasCIN203-2HCI (cetirizine

96 %; 100 %; 96 %; 96 %; 96 %,; Idihydrochloride) after 30 min. / He meHee

80 % (Q) OT HOMHHANBEHOTO COIEPYKAHMS
C21H»sCIN>O;5- 2HCI (uetnpusuna
Mruapoxaopua) yepes 30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykt cooreercryer Tpeboanusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
[ToarororneHo: [IpoBepeHo: IMpoeepeng (AOK): | Onobpeno: Obecneuenme kauecTsa/OTBETCTBEHHOE JTULIO:
Pravesh Rana Pardeep Kumar Abhishek Chauhan e

/ 3 } @?jﬂ ‘Ca/u n~
Date / Date / Date / Date /
Jlata: 07.04.2026 Jlata: 07.04.2026 | Jlata: 07.04.2026 Jlata: 08 2Y4-2026

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.comi
CIN: L85125AP1984PLC004507
www.drieddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Read, 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

IpoaykT: Llerpun® TadieTkH, NOKPHITHIE NIEHOUHOH 060J104KOH, 10 M

Market / PeiHOK

: Russia / Poccus

auuenzus No

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne H W2600655 Pasmep cepuu 25,00,000 Ta6
Analytical Repovrt No./ . 890001875745 Date of Analysis / 07.04.2026
AHaauTHyecknii oTyeT Ne JlaTa aHanu3a
Date of Manufacture / . 03/2026 Date of Expiry / 02/2029
JlaTa nponsBoacTaa Toaen ao
Mfg. License No. /
MA number: /
IlpouspoacTBeHHas : MNB/05/263 Homep PY JIT-Ne(005456)-(PI™-RU)

Analysis performed according to ND: / Anaaus nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HO# yNaKoBKH yTBepskaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOI YIAKOBKH yTBepikaenbl: 17.02.2025
PL approved: / JIB yrBepxnen: 15.05.2024

Test / IloxazaTenan

83

Ne Result / PesyabTaTst
4 Uniformity of dosage units /

OAHOPOAHOCTH A03UPOBAHHBIX

eqHHMLL |

Specification / }Epma

Acceptance value (AV) should be not more
than 15.0 / INTokazarens npuemaemoctu (AV)
omkeH OpITh He Gostee 15,0,

Remarks : The Product confirms to ND/

Ilpumeuanne: [poaykr cooteercTByet TpeboBanusam HIL

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Prepared by /
IToaroToBneHo:
Pravesh Rana

Checked by /
IIpogepeno:
Pardeep Kumar

g

Checked by (AQA) /
ITpoeepeno (AOK):
Abhisjtek Chauhan

Approved by: Quality Assurance/Authorized person /
OnobpeHo: Obecneyenue kauecTsa/OTBETCTBEHHOE JIULIO:

/)4l leariw
(-

(W
Date /
Jara: 07.04.2026

Date /
Jlara: 07.04.2026

Date /
Jara: 07.04.2026

Date /

Jlara: 63—0Y-—2024

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.comi
CIN: L85125AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q‘:’.

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

Vill. Khol, Nalagarh Read, 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 table

ts, 10 mg

[poaykr: Llerpuu® rabneTku, NOKpbIThie MIICHOYHOI 060n10uKoi, 10 M

Market / Poinok : Russia/ Poccust

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

Cepus Ne B ¥2G00asH Pasmep cepuu 25,00,000 Ta6
Analytical Repovrt No./ . 890001875745 Date of Analysis / 07.04.2026
AHanuTHyeckunii oTuyeT Ne Jlara aHanunza

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

JlaTa npoH3BOACTBA Iopen o

Mfg. License No. / .

IMpousBoacTBeHHAst : MNB/05/263 S JIII-Ne(005456)-(PI"-RU)

auuen3us Ne

Homep PY

Analysis performed according to ND: / Ananuns nposeaen mo HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTb! nepBH4HOH yNaKkoBKH yTBepxaeHbr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YNAaKOBKH yTBepsAeHbI: 17.02.2025
PL approved: / JIB yrBepxkaen: 15.05.2024

Impurity A /
IIpumecs A

Impurity B /
Ipumecs B

Impurity C/
[Tpumecs C
Impurity D /
[Tpumecs D

Impurity E /
[Mpumecs E

[mpurity F /
[Tpumecs F

5 Impurities / Ilpumecnu

Below LOD (LOD =0.005 %) / Huxe
npenena obuapysxxeuns (I1O = 0,005 %)

0.05 %
Not Detected
Below LOD (LOD =0.001 %) / Huxe
npenena obHapyxenus (ITO = 0,001 %)

0.03 %

Below LOD (LOD =0.015 %) / Hike
npenena obHapyxxenus (IT0 = 0,015 %)

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Ipumeyanne: IpoaykT cooTseTcTByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3axyouenne: OJJIOBPEHO

Prepared by /
INoarorosneHo:
Pravesh Rana

Checked by /
[Iporepeno:
Pardeep Kumar

4

-

Checked by (AQA)/
Iposepero (AOK):

Approved by: Quality Assurance/Authorized person /
OpobpeHo: ObecneyeHue kauecTBa/OTBETCTBEHHOE JIMLO:

T SAtad kakinn

Date /
Jara: 07.04.2026

Date /
Hara: 07.04.2026

Date/
Jlata: 07.04.2026

Date /

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: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘

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

Vill, Khol, Nalagarh Read, 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: Lletpun® tabnerkH, NOKpbIThIE MIEHOYHO 000n0ukoM, 10 Mr

Market / PoiHox : Russia / Poccus

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

Cepus Ne : V2600658 Pasmep cepuu 25,00,000 Tab
Analytical Repourt No./ . 890001875745 Date of Analysis / 07.04.2026
AHannTHuyecKHuii orueT Ne JlaTa aHamu3a

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

JlaTa npon3BoacTBa TI'ogen po

Mfg. License No. / .

1 —— . MNB/05/263 L I DT JITI-Ne(005456)-(PT-RU)

auueHsus Ne

Homep PY

Analysis performed according to ND: / Anaaus nposegen o HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBU4HOH yNaKOBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / Makersi Bropu4Hoi ynakoBku yTeepxaenni: 17.02.2025

PL approved: / JIB yrBep:xxaen: 15.05.2024

0.05 %
Any individual unidentified
impurity / Jliobas enunuunas
HEeMACHTMDHLIMPOBAHHAS NPUMECH

0.1%

Total impurities /
CymMma npumeceii

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

&\Iot more than 2.0% /
He Gonee 2,0%

Remarks : The Product confirms to ND/
Ilpumeyanue: IIponykr cooTBeTcTBYeT TpeGoBanusm HJT

Conclusion : APPROVED /
3akawyenne: OJIOGPEHO

Prepared by / Checked by / Checkgd by (AQA) /
[Toarorosneno: IMposepeHo: [Tporgpeno (AOK):
Pravesh Rana Pardeep Kumar Abhighek Chauhan

Approved by: Quality Assurance/Authorized person /
Onobpeno: O6ecneuenue kauecTsa/ OTBETCTBEHHOE JIUIIO:

7 14540d Iconimn
e

Date /
Jata: 07.04.2026

Date /
Hara: 07.04.2026

Date /
JlaTta: 07.04.2026

Date /

O3 oY-1024

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.comi
CIN: L85125AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":‘.

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

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: Lletpun® TabneTku, MOKPbITHIE TUICHOUHOH 060moukoi, 10 Mr

auuensusa Ne

Market / Pbinox : Russia / Poccus

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

Cepusn Ne d RS Paszmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001875745 Date of Analysis / 07.04.2026

AHanuTuyeckHuii oryet No Jlara aHaanza

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

JlaTa npon3BOACTBA T'oxen 10

Mfg. License No. / .

) —— : MNB/05/263 VL mmimber; / JIT-No(005456)-(PT-RU)
Howmep PY

PL approved: / JIB yrBep:knen: 15.05.2024

Analysis performed according to ND: / Ananns nposegen no HJI: JIII-Ne(005456)-(PI-RU)-150524
Artworks of primary package approved: / MakeTsl nepBU4HOIl YNaKOBKH yTeepaenbr: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpU4HO#i YIaKOBKH yTBepxaeHbl: 17.02.2025

Ne Test / IloxazaTenn Result / PesyabTaTht Specification / Hopma
6 Water content / 239 Not more than 8.0% /
Copep:xaHue BOABI = He 6osee 8,0 %
7 Microbiological purity* /
{ MukpoGuonoruyeckas
uHcToTa*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
Ob11ee yMco a3poOHbIX He 6onee 1000 KOE/r
MHKPOOPraHH3MOB
' NA
b) Total combined yeasts and INot more than 100 CFU/g /
mould count / O6uiee uncio He 6onee 100 KOE/r
IPO>KXKEBBIX U TUIECHEBBIX IPHOOB
c) E. coli NA Shall be absent in 1g / Orcyreteue B 1 1
8 Assay / KonunuyecTBeHHOe From 9.0 mg to 11.0 mg of
onpeaeeHHe C11H>sCIN>O;3: 2HCl (Cetirizine
28 v 4/?,}94 ME Dihydrochloride) in tablet (90.0 % to 110.0 %
e of label claim). / Ot 9,0 mr o 11,0 mr
C21Ha5CIN203: 2HCI (netupuzrna

Remarks : The Product confirms to ND/
IMpumeuanue: Ilponykrt coorsercrayet Tpebosanunam HJI

Conclusion : APPROVED /
Zakmouenune: OJJIOBPEHO

Prepared by / Checked by / Chegked by (AQA) /
[ToarotosneHo: IIposepeHo: [Mpogepeno (AOK):
Pravesh Rana / Pardeep Kumar Abhjshek Chauhan

/‘ QL/

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

20 Neal
W

Date /
Jlata: 07.04.2026

Date /
Jara:

Date /
Jlarta: 07.04.2026

Date /
Jara: 07.04.2026

O¥ 0Y—2026

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85125AP1984PLC0O04507
www.drieddys.com

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Telangana, India
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Dr.Reddy’s ‘_.o.

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

Vill. Khol, Nalagarh Read, 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
Ipoayxr: Lletpun® TabaeTku, MokpuIThe MIEHOYHON 060104KOH, 10 Mr

Market / Pbinok : Russia/ Poccus

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

Cepusi Ne ' V2600558 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001875745 Date of Analysis / 07.04.2026

AHaanTHYecKHil oTyeT Ne JlaTa ananusa

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

JaTta npou3sBoacTBa T'onen go

Mfg. License No. / .

MpoussoxcTaennas : MNB/05/263 AL numbers | JIT-No(005456)-(PT-RU)
Homep PY

arueHznsa Ne

Analysis performed according to ND: / Auanus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl nepBH4YHOIf yNaKkoBKH yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH yTakoBKH yTBepkaeHbl: 17.02.2025
PL approved: / JIB yrBep:xkaen: 15.05.2024

Jlenenue TabieToxk

Ne Test / [lokasaTenn Result / PesyabTaTsl Specification / Hopma
nuruapoxnopua) B Tabnerke (ot 90,0 % 1o
110,0 % oT HOMUHANILHOTO COAEepPIKAHUSL).
| ]
9 Subdivision of tablets / Complies / CooTBercTBYET 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. /
TabneTkn cOOTBETCTBYIOT TpeOOBAHUAM, €CITH
He Oosiee 1 enMHUYHAs Macca OTKIIOHAETCA 32
npenesst 85%-115% or cpeaHeit maccsl.
TabneTkn He COOTBETCTBYIOT TPeOOBAHMUSM,
ecnu Gonee yeM 1 MHAMBUIYATEHAS Macca
\OTKJIOHSIETCA OT 3THX npenenoB HiH, eciu 1

|
HHAWBHAYAJIbHAA Macca OTKJIOHAETCA 3a

Remarks : The Product confirms to ND/
Ipumeyanne: [poaykr coorsercreyet Tpedopanuam HJL

Conclusion : APPROVED /
3axiouyenue: OJJOBPEHO

Prepared by /

IloaroToBaEHO:

Pravesh Rana /
/]

Checked by /
[IposepeHo:
Pardeep Kumar

o -

(48

ChecKed by (AQA) /
INpogpeno (AOK):
ishek Chauhan

Approved by: Quality Assurance/Authorized person /
Opnobpeno: Obecneyenne kauectsa/ OTBETCTBEHHOE JTULIO:

7ol o

(2

Date /
Hara: 07.04.2026

Date /
Jlara: 07.04.2026

Date /
Hara:

Date /
Jara: 07.04.2026

09 °Y-—2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys comi

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":.

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

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

ITpoayxr: LeTpuH® TabneTku, NOKPLITHIE MIIEHOUHO 06010uKOH, 10 M

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust N | RS Pasmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 800001875745 Date of Analysis / 07.04.2026
AnajuTHYecKUii oTyeT No Jara ananuza

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

Jarta npousBoacTBa Tonen fo

Mfg. License No. /
IIpousBoacTBeHHAs
JHueH3usa Ne

: MNB/05/263

MA number: /

Howmep PY JIIT-Ne(005456)-(PT-RU)

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makers! nepBUYHOH YyNaKoBKH yTBepkaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPH4YHOIl YIaKOBKH yTBep:kaAeHbl: 17.02.2025

PL approved: / JIB yTreep:xaen: 15.05.2024

Ne Test / [lokazaTens Result / PesyabraThl Specification / Hopma
npenensl 75%-125% ot cpeaHei Macchl.
10 Package / Onucanue ynakosku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 2 blisters and patient information |or 3 blisters and patient information leaflet in
leaflet in a carton. / Ilo 10 Tabnerok B a carton. / ITo 10 tabnerok B
[IBX/TIBX//antomuuuesom 6auctepe. [IBX/TIBJIX//antomunueBom Gnucrepe. [To 2
[lo 2 GancTepa BMECTe € JINCTKOM- uny 3 Gucrepa BMECTE C JIMCTKOM-
BKJIAJbILIEM YMAKOBAHBI B MaYKy BKJIA/(bILIEM YNAKOBAaHBI B Na4Ky KapTOHHYIO.
KapTOHHYHO.
11  [Labeling / MapkupoBka Complies / CooTBeTcTBYET See Module 1, section 1.3.2 of registration
i ldossier. / B cootBercTBrM ¢ pazuenom 1.3.2
| [Monynist 1 perHcTpaLMOHHOTO 10ChE.
12 Storage conditions / Ycnosus At temperature not higher than 25 °C / Ilpu Temneparype He Bbite 25 °C.
XpaHeHusi
13 Shelf-life (storage period) / Cpok{3 years./ 3 rona.
roJHOCTH (CPOK XpAHEHHS)

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykTt coorsercTByeT Tpeboranusam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Chegcked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorosneHo: [posepeHo: Ipgsepeno (AOK): | Omobpeno: ObecneueHue kauecta/OTBETCTBEHHOE JHLIO:
Pravesh Rana Pardeep Kumar Abpishek Chauhan

7 /1 /12818 \cons ma

L2 £ }/@J
/- -
- i

Date / Date / Date / Date /
Jlata: 07.04.2026 | Jlata: 07.04.2026 | Jlara: 07.04.2026 | Jlara: O3%2Y-20Lb

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com
CIN: L85125AP1984PLC0O04507
www.drreddys.com




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

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

e
Dr.Reddy’s Q,‘.’

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
IIpoaykT: LleTpuH® TabieTKH, MOKPBIThIE MIEHOUHOH 060104K0ii, 10 Mr

Market / Poinok : Russia / Poccust

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

Cepus Ne t V2600658 Pazmep cepuu 25,00,000 Tab

Analytical Repourt No. / . 890001875745 Date of Analysis / 07.04.2026

AHanauTHYecKHii oTyeT No B Jara ananusa

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

JlaTa npou3BoacTBa T'open no

|Mfg. License No. /

Tpou3BoOACTBEHHAS : MNB/05/263 ML, i bers 7 JIT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

| Analysis performed according to ND: / Anaaus nposegen mo H/L: JIII-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Makernbl nepBu4yHoii ynakoBku yreepxaeHbi: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpH4HOl yNnaKkoBKH yTBep:kaeHbl: 17.02.2025
PL approved: / JIB yreep:xaen: 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. / [IporoguTcs MPOU3BOAUTENEM MPY BBINYCKE MEPHOANUUECKH: NI KaXkaok 20-oi
cepuu unn He meHee 1 paza B roy. [Tokazaresns MoxeT ObITh He BKITFOUEH B CepTudukaT aHanuza GUpMBL.

Remarks : The Product confirms to ND/

ITpumeuanue: IIpoaykT cooTBeTCTRYeT TpeboBanusm HJL

Conclusion : APPROVED /
Jaxmwuenne: OJOBPEHO

Checked by /
IlpoBepeHo:
Pardeep Kumar

Prepared by /
[ToAroToBAEHO: /
Pravesh Rana

Checked by (AQA) /
[Npogepeno (AOK):
Abhjshek Chauhan

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kauecTBa/OTBETCTBEHHOE JIULIO:

/725103 K ausion
} A W/

QJ{
Date /

Jlara: 07.04.2026

Date /
Jata: 07.04.2026

Date /

Jara: 07.04.2026

Date /
JlaTa:

O9oY- 2024

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: L85125AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":.

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

vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.cdrreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Tpoaykr: Llerpur® Tabiaerky, NOKPLITHIE MIeHOYHOH 0Dosioukoi, 10 Mr

Market / PoiHox : Russia / Poccus

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

Cepus Ne ? V2600658 Pasmep cepun 25,00,000 Tab

Analytical Repo“rt No./ . 890001875745 Date of Analysis / 07.04.2026

AHANMTHYECKHIT oTyeT No JlaTa ananuza

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

Jarta nponsBoacrsa TI'ogen oo

Mfg. License No./ ]

HpoussonEHRRRas : MNB/05/263 Nl muhers | JITI-Ne(005456)-(PT-RU)
Homep PY

auueHzns Ne

PL approved: / JIB yrBepxkaen: 15.05.2024

Analysis performed according to ND: / Anaqus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeThbl nepBH4HOii yIaKoBKH yTBepaxaennr: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOpuuHO#i ynakoBKH yTBepaxaensl: 17.02.2025

API name / HanmenoBauue ADC:

Cetirizine dihydrochloride / Lletupuanua Auruapoxaopus

INN / MHH:

Cetirizine / Lletnpusun

API manufacturer batch number /
Homep cepuiit nponssoautens APC:

BT00-25074

FP Manufacturer API Batch number /
Homep cepun cyberanunu npomnssoaurtens I'Id:

FETA00079

API Manufactured by, address & country /
IIpoussoantens A®C, agpec U cTpaHa:

Glochem Industries Private Limited,
Survey No. 174 to 176, LLD.A. Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'moxem Uupacrpuec INpaiigut JInmuren,
Yuactiu Ne 174-176, U JLA., Bonnapam, Canrapenau
Jucrpukr - 502 325, Xaiinapatan, wrar Tenanrauna, Muaus

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

HaumenoBanue, agpec, THUEH3HN AIH
I[IpousBoacTeeHHas niowagka / Ilnomwanxa KoRTpos
Kadectna / [lnomaaka Beinycka

Dr. Reddy’s Laboratories Ltd.,
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (license No MNB/05/263). /
JI-p Pesum’c JlaGopatopuc Jlta.,
[TpouzsoacreeHHoe noapaszaenenne-6, Bunn. Kxons, Hanarapx
Poyn, bapau, Qucrpukr Conan, X.I1., 173205, Muaus
(JInuenzus 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 /
3akawdenue: OJOBPEHO

Ipumeuanne: [Mpoaykr coorsercTByeT TpeboBanugm HJL
Prepared by / Checked by / Check
IToarotoBneHo: [IpoBepeHo: ITpose

Pravesh Rana Pardeep Kumar

" -

LY

d by (AQA) /
exo (AOK):
Abhisliek Chayphan

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenue kavecTra/OTBETCTBEHHOE JIMLO!

GTAVNLS |
4

Date /
Jlara: 07.04.2026

Date / Date /

Hara: 07.04.2026

Jlara: 07.04.2026

Date /
Jara:

o’?’og.—w;é

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: L85125AP1984PLCO04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.

@ Formulation Unit-6
Dr. Reddy,s ‘... Yill. Khol, Nalagarh Rcad, Baddi,
* Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.crreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Hpoayxr: Lletpuu® 1abnerku, NoKpeIThIEe MIeHO4HOM 060104KOH, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne i Pasmep cepun ©25,00,000 Tab

Analytical Repo“rt No./ . 890001875745 Date of Analysis / 07.04.2026

ARaJITHYECKHIT oTUeT No JlaTa aHanu3za

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

JlaTa npousBoacTea T"osen no

Mfg. License No. /

IpousBoacTBeRHAS : MNB/05/263 MA mumber: / : JITI-Ne(005456)(PT-RU)
Homep PY

anueHsus No

Analysis performed according to ND: / Ananus nposeaen no HJ/L: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTs! nepsiunoii ynakoBxu yrsepaaens:: 12.11.2024
Artworks of secondary package approved: / MakeTs! BTOpH4HOIT yIAKOBKH yTBep#aensbi: 17.02.2025
PL approved: / JIB yrepaxaen: 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». /

3aknoueHue o cooTBeTcTBHM: «HacTosAIUM 5 NOATBEPXk/AAIO, YTO NPUBEJCHHAS Bbllle HH(OPMaLNs SBISETCS NOCTOBEPHON U
TOYHOH. DJTa cepHs NMPOAYKLIMHM Npou3BeneHa (BKIIOYas YNAaKoBKY (MapKUpPOBKY) M KOHTPOJIb KayecTBa) Ha BbiileyKazaHHOM
MPOU3BOJCTBEHHOM MoLIaake (MJIOLWAaaKax) B NMOJHOM COOTBETCTBHM ¢ TpeboBanuamu [IpaBui Haanexalend nNpoU3BOACTBEHHOM
npaktuku Espasuiickoro sxoHomuueckoro coroza (Ne GMP/EAEU/RU/02329-2025 ot 19 centabps 2025 r.) u tpeboanuamu
KOHTPOJISl KAUECTBA JIEKAPCTBEHHBIX CPEJICTB, @ TAKXKE B COOTBETCTBUH CO CIeLMbHNKALMAMY, COAEPIKAUTMMUCS B PETUCTPALIMOHHOM
JoCche CTpaHbl-UMIOpTepa. 3amicH NO MPOW3BOACTBY, YIakOBKE M aHaiu3y NPOBEPEHbl, M YCTAHOBJIEHO MX COOTBETCTBHE
TpeGosanuam [MpaBuil Haanexalen NPOU3BOACTBEHHON NMpakTHKU EBpa3zuiickoro 3KoHOMHYECKOro COK03a».

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

IIpumeuanue: [poaykr coorsercreyer Tpedosanusm HJL 3axnouenne: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ﬂonroronneuo:7 ITposepeno: Ipdeepero (AOK): | Onobpeno: Obecnieuenue kayecTBa/OTBETCTBEHHOE JIHIIO:
Pravesh Rana [/ Pardeep Kumar Abljishek Chauhan

- T2 et
i Qi-t' //f / @9‘&9}

Date / Date / Date / Date /
Jlara: 07.04.2026 Jlata: 07.04.2026 | Jlara: 07.04.2026 Jlara: 0R7°Y- 20246

Registered Office: 8-2-337. Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 451 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO0AS07
www.drreddys.com



