Dr.Reddy’s

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

Yill. Khol, Nalagarh Road, Baddi,
Disit. Sofan, HLi%, 173 205, INDIA
et +91 96166 BB00L-02
wiww.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJHM3A

Produect: Cetrine® film coated tablets, 10 mg

Npogyicr: Lgrpun® Tabrerin, NOKpErTsie IeHounoH ofonouxoit, 10 Mr

Market / Poisox : Russia / Pocena _

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

Cepus Ne : V2600571 Paimep cepHu ~.25,00,000 1ab
Analytical Rep‘a:‘t No./ . 890001872522 Date of Analysis / s 24.03.2026
Aus_.ﬁrﬂ'raqgcn;m oTqeT Ne _ Hata anannsa

Date of Manufsctere / . 03/2026 Date of Expiry / . 02/2020

Jara IPOHIBOACTRS Toaen ao

Mfg. License No. / MA number: / )

HpoussoacreeHHan : MNB/05/263 Hamep PY i JIIT-Ne(005456)-(PF-RU}

Jnpmeniun Ne -

Analysis performed according to ND:/ AHB.TIH;i nponenen o H,EI JIH-.N‘s(OOSéSﬁ}-(PI’ -RU}-150524
Artworks of primary package approved: / Maxerst nepsnuHof ynaxoskn yreepucaens:: 12.11.2024
Artworks of secondary package approved: / Maxers! BTopuanoeii yﬂaicomm mepmeﬂu 17.02.2025

PL approved: / JIB vraepmnes: 15.05.2024

Ne  |Test/ Hoxaszavens

"I Result / PesynabTaThl

Specification / Hopma

1 Description / Onucanne

'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
wide. White core on cross section. /;side. White to off-white core on cross section.
Kpyrabie NBOAKOBHHIYkAME TaBnerkd, / Kpyrasie nBoskopeimywieie Tabuerku,
HIOKPHITBIE  TUNEHOYHOR
Benoro wuesers, ¢ puckolt wa omgHo | WM NowTH Gencro LeeTa, © pHexoR Ha oAHOR
opore. Ha nomnepeyHoMm paspese -|ctopose. Ha nonepeysiom paspesze sApo oT
Apo BeRoro NBETA.

obonbukoii  noKpeiThie mneHouHok obonouxolt Genoro

fenroro no noutd GeNoro LHeeTs.

| Remarks : The Product confirms to ND/
| Hpumeusnne: [Npoaykr coorsercrsyer tpebosannam HY

Conclusion : APPROVED /
Jawxmwouenne: QJOBPEHQ

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
Hoarorosneso: i TMposeépena’ Mposepeno (AOK): | OnoBpeno: ObecneucHue KauecTsa/OTBETCTREHHOR AHUO;
Anchal Pravesh Rana Amit Kumar -
Date/ Date / Date / Date / \‘ MY Ead

Jlata: 24.03.2026 | Jlata: 24.03.2026 | Jlara: 24.03.2026 | Jlara; _ M _‘%-1/9




Dr.Reddy’s

D1 Reddy's Laboratories Lid.
Formuiation Unit-

Vi, khot Malagarh Roud, Baddi,
Giste. Soian, M, 173 205, INDIA

Tel w0l 48165 H06001-02
v dicedelys.com
CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATN3IA
Product: Cetrine® film coated 1ablets, 10 mg
Hpozyxr: Llerpun® Tabnetku, NOKpLITaIe TICHOUHOH ofonouxoit, 10 mr
Market / Prinok : Russia/ Poccus
Batch No. / . Batch Quantity / . 25,00,000 tab/
Cepun N P V2600571 {Pazmep cepun *25,00,000 Tab
Analytical Repoft Ne./ . 800001872522 Date of Analysis / 24.03.2026
AuanuTnyecknil oTyer Ne Jara aHanyia
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2029
Hara npou3soacTsa Tonex 1o
Mfg. License No. / IMA number: /
HpoussoacTBEeHHAR 3 MNB/05/263 : ' s JIFI-Ne(005456)-(PT-RU)
‘1Homep PY
Juiten3g No . )

Analysis performed ac

cording to ND: / Ananni nposeser no B JII-Ne(0G5456)-(PI-RU)-150524
Artworks of primary package approved: / MakeTs! nepBH4Hofl ynakosku yrsepauenss: 12.11.2024
Artworks of secondary package approved: / MaxeTs! sropuusoli YHakeBKH yreepxaens:: 17.02.2025
PL approved: / JIB yraepacaen: 15.05.2024

Test / IJokazaTens

Specification / Hopma

Ne Result / PeayarTarnl
2 identification / The retention time of the main peak in o . .
Upentnduranus the chromatogram of test solution The retention time of the main peak in the
complies with the retention time of the ci%romatogram_of tt?st solution sh.ou}d cor'npiy
HPLC / BXX main peak in the chromatogram of with the retention time of the main peak in the

Cetirizine Hydrochloride reference
istandard solution. / Bpems yAepKuBanHs
OCHOBHOMO MHKA HA XPOMATOrPAMME
HCTILITYEMOrD PRCTBOPA COOTBETCTRYET
iBpeMEHY yOEPHHBARMA OCHOBHOIC NHKA
JHA XpOoMaTOTPaMMe CTaHAAPTHOID
lpacreopa UETHPH3IHHE MHAPOXNOPUIA.

chromatogram of Cetirizine Hydrochloride
reference standard solution {section " Assay”),

BpeMs YOepKHBaHHA OCHOBHOIO [HKS Ha
XpOMATOIPAMME HCITBITYEMOT'O PacTROpa
NOMKHO COOTBETCTBOBATE BPEMEHY
YAEPHUBAHKA OCHOBHOTO [IHKA HA
NPOMATOrPAMME CTAHAAPTHOID PacTBOPA
LeTHpHaIWHA FMAPOXIopHaa {pa3aen
rd(onmec*raennoe QIPERETIEHHEN).

| Remarks : The Product confirms to ND/
Npumeuanwme: Mponykt coorsercrayer Tpebopannam HiL

Conclusion ; APPROVERD /
3arxnwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
1 Hoarorosnexo; INposepeno: Mposepero (AOK): | Onobpeno: ObecneueHne xaquecTea/OTBETCTBEHHOE JIHLIO:
Anchal Pravesh Rana Amit Kumar
~ - -
Date / Date / Date / Date /
Hara: 24.03.2026 Dara: 24.03.2026 | Hara: 24032026 | Mlara:




0r. Reddy's Laboratories Lid.
Formulation Unit-6

Vit khiol, Nalagarh Road, Baddi,
Distl Golan, HOB, 173 205, INDIA
Tl +91 98166 56001-02

v, drregdys.com

Dr.Reddy’s

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHATHUIA

Product: Cetrine® film coated tablets, 10 mg
Npoaywr: Herpun® rabnetky, NOKPEITEE NEHOUHOH oﬁonowou 10 mr

Market / Prinox : Russia/ Poconst
Batch No. / . Batck Quantity / . 25,00,000G tab/
Cepra Ne F V2600571 Pasmep cepun " 25,00,000 rab
Analytical Report No./ . Date of Analysis / .
AnaguTHuecKRit oTyeT Ne ¢ 896001872522 Hara aHanuis i 24032026
1Date of Manufacture / . 03/2026 Date of Expiry / 02/2026
JlaTa npou3soacTRa . |Tomen o
|Mfg. License No. / MA number: /
INponssoacTBeRBan 3 MNB/05/263 : ' : JIN-Ne(005456)-(PT-RU)
Homep Py
Januesznn Ne

jAnalysis performed accoriing to ND: / Aranus nposeaen no H,ll JIT-Ne(005456)-(PT-RU)- 156524
Artworks of primary package approved: / Maxern! nepea<BoH ynakoBKy yrsepsachss: 12.11.2024
Artworks of secondary package approved: / Maers BTopH4sHO# YtaRosKH yrBepiKaen: 17, 01.2925
PL approved: / JIB yrsepsaen: 15.05.2024 .

[Ne TTest/ Hoxasarens Result / PesynbraTni | Specification / Hopma
: UV- spectrophotometry / ' " Complies / CooTBeTcTRYCET The UV-spectrum of the test solution and the
Y O- cnextpodoToMeTpHS {etiriziie Hydrochloride reference standard

solution in the range 200 nm to 400 nm should

iexhibit maxima absorbance at about the same

wavelengths with an allowed variation of £2

1L / Y O-criekTpel NOTNOEHBA

HCIEITYEMOrC PacTBOpa H CTRHOPTHOTO

PECTBOpPE LETHPHIHHA THAPOXOPHAA B

obnacta ot 200 fo 400 HM HOMKHB HMETH

MAKCHMYME! DOPAGLIEHUA NPH ORHOM M TOH

KE [UIHHE BOMHEI C AOTYCTHMbEM

SIOHEHHEM % 2 HM,

3 Dissolution / Pacreopenne ot less than 80% (Q) of the labeled amount
jof CoHasCIN2Q3-2HC! (cetirizine

101 %; 97 %; 99 %,; 101 %,; 102 %; Kibydrochloride) after 30 min. / He menee

99 % 80 % (Q) 0T HOMHHERBEHOTO COAEPKARUA
21H2sCIN2 O3+ 2HC] (ueTHpU3MBA
HIHAPOXI0pHE) vepes 30 MUh,

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

INpumeuanue: [Tpogyxr cooTserctayeT Tpebosanuam HIY | 3akmouenne; OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
HoaroTosneHo: TposepeHo: Npoeepenc (AOK): | Onrobpero: OBecnevehne KaseoTsa/OTRCTCTBEHHOE JIMLO:
Anchal Pravesh Rana | Amit Kumar ' :

Date / Date / Date / Date/

Hara: 24.03.2026 ;| flata: 24.03.2026 | Hara: 24.03.2026 Hara

ia, i
i ;




Dr.Reddy’s

D, Reddy's Laboratories Lid.
Forcnulation Unit-6

vit Khiol, Nalegarh Road, Baddi,
Miatt Solan, 4.7, 173 205, INDIA
Jei:+91 98166 56001-02
wwwdereddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: lerpun® 'ra6ne"nm TIOKPEITLIE TLREHOYHOH obosiouxod, 10 Mr

Hnupensun No

Market / Prinox : Russia / Poceus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepun Ne F V2600571 Paimep cepun 25,00,000 Tab
Analytical Report No./ . Date of Analysis /
AHaIHTHYCCKRA oTHer Ne : 850001872522 Hata ananusa 24.03.2026
|Date of Manufacture / . 03/2026 Date of Expiry / P 02/2029
1daTa npouIBOACTRS Togen go
| Mfg. License No. / MA number: /
IlpousBoacTEERHAR : MNB/05/263 Homep PY i JIII-Ne(005456)-(PI-RU)

PL approved: / JIB yreepxnaen: 15.05.2024

Analysis performed according to ND: / Anasnrs nposesen no HJL: Hﬂ-ﬂ‘e(005456)~(PI’”-RU)-I50524
Artworks of primary package approved: / MakeTh! AepBu4HOH YI2KOBKH YTBepacenbr: 12.11.2024
JArtworks of secondary package approved: / Marers! ETopwapofl YRaKoBKH yreepaaenss: 17.02,2025

(M |Test/Iloxazarens Result / Pesyabrarss Specification / Hepma

i Uniformity of dosage units / - |Acceptance value {AV) should be not more

' ‘OAnOpOZHOCTE AUINPOBAHHbIX 4.2 than 15.0 / Tlokazatens npueMneMoct (AV)

[eEHHBL \Bo/DKeH ObITE HE Gom;g_ 1_5,0. _

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

| Hpumeuanne: [TponykT cooTsetcTayer TpeGoranuiM 31| axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Anthorized person /
FloaroToRNMEHo! Iposepeno: Iposepeno (AOK): | Oaobpero: Obecneverine Kaveerpa/QrBerTcToCHHOE NHLO:
Anchal Pravesh Ran Z Amit Kumar p f
Date / Date / Date / Date / ;{ )
Jara: 24.03.2026 | Jlara: 24.03.2026 | Jara: 24.03.2026 | Jlara: W } 'Zx’b

srytana, ndia




{31, Reddy's Laboratories Ltd,
Formulation Unit-6

Vi Kaol Malagarh Road, Daddi,

i Soiun, FLIP, 173 205, INDIA
193166 560061-02

Dr.Reddy’s

Tel
wwwdrre ddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHA3A
Product: Cetrine® film coated tablets, 10 mg S
poayxt: Herpuu® rabnerky, MOKPLITLIC n_neﬁe‘i_uoﬁ oGomoukoit, 10 Mr
Market / Prinox + Rugsia / Poccus
Batch Na. / . Batch Quantity / . 25,00,000tab/
Cepus Ne t V2600571 Pazmep cepuy ¥ 25,00,000 Tab
Analytical Report No, / . Date of Analysis / .
TAdanuTHHecKdil oraer Ne ’ 890001'872'522 Hara avannia * 24'03'202_6
1Date of Manufacture / . 03/2026 Date of Expiry / © 02/2029
| daTa Mpon3BOACTER Tonewn no
Mfg. License No./ MA number: /
|1Ipon3Boacreennan : MNB/05/263 : 3 JII-N2{005456)-{PT-RU)
Homep PY
Mupensus No , L .
Analysis performed according te ND: / Ananns nposeaen no HJI; JII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MaxeTb! nepBu4nol ynakoeku yrsepatedsi: 12.11.2024
] Artworks of secondary package approved: / Mawxerst sropuunoii ynakosku yreepraensi: 17.02.2025
\PL approved: / JIB yrsepxaen: 15.05.2024
;.5 Intpurities / IIpumecu
' Tmpurity A/
[prmecs A | Below LOD (LOD =0.005 %)/ Huxe
i npenena obuapyxenna (T10 = 0,005 %) Not more than 0.2 % / ne 6onee 0,2 %
Tmpurity B/ ;
IMpamecs B 0.05% ot more than 0.2 % / se Gonee 0,2 %
Below LOD (LOD =0.006 %) / Huxe
Impurity C/ nipenena obuapyxenns (IO = 0,006 %) Not more than 0.2 % / ue Sonec 0,2 %
Ilpumecs C :
Below LOQ (LOQ = 0.003 %) / Huxe
Inpenena KOAMYECTBEHHOTO ONPEIENCHHA
Impurity D/ (TKO = 0,003 %) Not more than 0.2 % / ve Sonee 0,2 %
[Tprmecs D
Impurity E/ 0.03 % Not more than 0.2 % / ve Gonee 0,2 %
[Mpumecs E
Tmpurity F/ Below LOD (LOD =0.015 %)/ Hixe [Not more than 0.2 % / ne 6onee 0,2 %
[IpnMect F npeaena obHapyxenrs ([10 = 0,815 %)
! Remarks : The Product confirms to ND/ Conclusioni ;: APPROVED /
| Mpnmevanne: Mponykr cooraeTcrayeT Tpebosannam HA Jaxmovenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA}/ | Approved by: Quality Assurance/Authorized person /
TMogrorosneno: Tlposepetio: Tpoeepeno (AOK): | Onobpeno: Obecrieyenue xaqecTsa/OTBETCTBEHHOE ANLO:
i Anchal Pravesh Rana Amit Kumar -
Date/ 1 Date/ Date/ Date /
JTlara: 24.03.2026 Hara: 24.03_.2_02_6 _ _;_E_la'r_a_; 24.03.2026 Hara:




Dr.Reddy’s

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

Vil Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02

wiww. drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIV3A

Product: Cetrine® filn coated tablets, 10 mg

Hponyrr: Lerpnu® tabreTin, NOKPEITHE nigHOMHOM 06010tKoiH, 10 Mr

Market / Prinox : Russia/ Poceust

Batch Ne. / ) Batch Quantity / . 25,00,000 tab/

Cepun No : V2600571. Pasmep cepun ' 25,00,000 tab

Analytical Repo:‘t No./ : 890001872522 Date of Analysis/ . 24.03.2026

AuaaaTadeckH il oruer Ne Hata AHANTH3A

Date of Manuiacture / . 03/2026 Date of Explry / 02/2029

JlaTa npoM3BOACTRA loner no

Mig, License No, / MA number: / _

IlpoussoacTEennan : MNB/5/263 e 1 JIT-Ne{005456)-(PI-RL))
Homep PY -

Jannensnn Ne . - ) _ .

Analysis performed according ¢o NI) / Axanu3 npoBenex Mo H,El Jiﬁ-Ne(ﬂOSfiSé)-(Pl‘-RU)-l505“24.
Artworks of primary package approved: / Maxersi nepsnyunol ynakoekn yreepxaensl: 12.11.2024
Artworks of secondary package approved: / MakeTe! BTOpHYHOH yHakoskH yTeepkaesbl: 17.02.2025

PL appreved: / JIB vreepmpen: 15.05.2024

Any individual umdentified 0.06 %
impurity / Jl:o6as enuHuunas
HEMNEeHTHGHUHPOBAHHAS NPHMECE

0.1 %

Total impurities /
Cymma npumecei

iNot more than 0.2 % /
e bonee 0,2 %

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

Remarks ; The Product confirms to ND/
Hpumeuanne: [ponyxt cooreercrsyet tpebosaninam HII

Conclusion : APPROVED /
Jaxnwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/
[ogroTosero; ITposepeno: Npoeepero {AQOK):
} Anchal Amit Kumar

Pravesh Rana.

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecnevchue kagectsa/OTBETCTACHHOE JIHLD;

Wil
| Date/

] Hara; 24032026

Date / Date /

1 Hara: 24,03.2026

Jlata: 24.03.2026




Dr.Reddy’s

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

il ’iol, Nelagark Road, Baddl,
Disit, Soten, HLP, 173 205, INDIA
Tel: +91 98166 56001-02
wiwwsdrreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

Npoaykr: Hetpus® Tabseri, AOKPRITEE MeHounol obonouko#, 10 Mr

Markef / PrlHOK + Russia / Pocona

JHuenins No .

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

Cepun Ne 7 V2600571 PasMep cepHu T 25,00,000 Tab
Analytical Report No. / . 890001872522 Date of Analysis / 24.03.2026
A"anuTadeckuit oryer Ne Jara aHamN3a _

Date of Manufacture / . 03/2026 Date of Expiry / . 0272029

Jara opouIBOACTRE Togen o

Mig. License Ne. / MA number: /

IlpouzBoacTBeRRAR : MNB/05/263 Homep Py ' r JII-Ne(005456)-(PT-RU)

Analysis performed according to NI): / AHanui npoBejen no

PL approved: / JIB yrsepuaen: 15,05.2024

H - JIT1-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / MaxeTsl nepsnunoil ynakosxn yreepxgens: 12.11.2024
Artworks of secondary package approved: / Makers) sTopuancit ynakosku yrsepagenss: 17.02,2025

Ne | Test/ floxasarens Reésult / Pesyantatsl Specification / Hopma
6 Water content / 21 % "Not more than 8.0% /
_ [Conepanmesoper RO _|HeGonee 80%
I Microbiological purity* /
Mucpobuosornyecxkan
uHcToTa*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
O61mee uucno aspobHBIX He 6onee 1000 KOE/r
MHKPOOPTAHH3MOB
NA
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / OBujee ukeao He Gonee 100 KOE/T
HIPOMIKEBLIX W {IfleCHERbIX TPHECE
c) E. coli NA Shall be absent in 1g/ Orcyrcreue B 1 1
8 Assay / KondyecTrennoe From 9.0 mg to 11.0 mg of
lonpesesenne C21HasCIN; Oy 2HCI (Cetirizine
9.96 e 6’2;96 mr Dihydrochloride) in tablet (90.0 % to 110.0 %
- of label claim). / Or 9,0 mr oo 11,0 mr
{Cat H25CIN-03- 2ZHC! (ueTupyapHa

Remarks : The Product confirms to NI/ Conclasion : APPROVED /
Npumeuaune: ponyxT coorsercrayer tpeborannsm HIL Jaxmouensie: ONOBEPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
IMonroToBAeRO; [Mporepero: Ilposepeno (AQK), | OpnobSpeno: Ofecnevyenne kayecTea/OTBETCTEEHHOE NHUQ: |
Anchai Pravesh Rana Amit Kumar
&Qw ﬁwfl
Date / Date / Date/ Date/
Hara: 24.03.2026 Hara: 24.03.2026 Hara: 24,03.2026 JHara:




¢

D1, Reddy's Laboratories Lid.
,'o: mulation Unit-6

di. Kho!l, Nalaparh Road, Baddi,
D.JRL Sofan, M., 173 205, INDIA
Tel:+D1 88166 5600102

wiwwy drreddys.com

ha

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHATH3A

Product: Cetrine® fiim coated tablets, 10 mg

Itpoaysr: Uerpun® Tabnetks, nokpuITie freowHoi oborouxoi, 10 mr

Market / Paisok : Russia / Pocons 7 _

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

Cepust Ne t V2600571 Pasmep cepun Y 25,00,600 tab

Analytical Report No. / . Date of Analysis /

AnBAHTHUecKHil oTuer N : 890001872522 gan amannsa 24.03.2026

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

JlaTa NPOH3BOACTEA Toger mo

Mfg. License No. / MA number: /

IlponspoacTBeERAS 3 MNB/05/263 H v JITI-Ne(0054356)(PT-RU)
osep PY :

aurensis No

Analysis performed according to ND:/ Aﬂaﬂm nposexed no B JIIT-Ne(005456)-(PT" ~RU)-150524
Artworks of primary package approved: / MaxeTsl nepeuyHe#t ynakosku yreepacacaps; 12.11.2024
Artwerks of secondary package approved: / MakeTsi BTOpH4HOI YNaKOBKH yTBepxaeHs:; 17.02.2025

{PL approved: / JIB yreepxnen; 15.05,2024

M [Test/ Hoxazarens i Result / Pesysprars Specification / Hopma
i nurnapoxnopug) s tabrerke (ot 20,0 % no
110,0 % 0T HOMHHANEHOFO COISXAHNA).
0 Subdivision of tablets / Complies / CooTsercrryer The tablets comply with the test, if hot moré

Nenrenpe Tabnerox

=b.a'n'i individual inass is outside the Timits of
85 % 10 115 % of the average niass. The
ablets fail to comp!y withthe test, if morg
han 1 md:wdual mass is outside these Jimits

: r, ifl mdsv;dua& mass is outside the limits of

/5 % 10 123 % of the average mass,

“TabneTkH COOTBETCTBYIOT: TPeBOBAHHAM, CCH

¢ ﬁonee i enusnyBa%R Mac
'penenm SS%«] 1 S% oTep

TKIOHAETCH 34

1 Gonee sem 1 umunﬂﬂ,yﬁnb_,aa Macca
TRIOHAETCH OF FTHX. npe.ne::oa HAH, €cnH 1
ﬂﬂﬂﬂ“ﬂyaﬂ'bﬂ&ﬁ MASGH OTKﬁOHﬁmﬁ 3&

Remarks : The Product confirms to ND/

| Tpumeuanne: Nponykr coorsercrryet Tpeborarniam HIT

Conclusion :

APPROVED/

3axkmouenne: QNOBPEHO

Prepared by / Checked by /
[lonretoeneno; Ylposepeno;
Anchal

Pravesh Rana

Checked by (AQA}/
ITporgpero (ACK):
Amit Kumar

Approved by: Quality Assurance/Authorized person/
QOnobpeno: Obecnieyenne kauecrsa/OTBETCTBEHHOE NHIO;

08
Date /

Hara: 24.03.2026

Date /
Hara: 24.03.2026

p
Date /

JHara: 24,03.2026

Date/
Hara:




fir. Reddy's Laboratories Lid.
EFormulation Urdt-o
Vil Khol, Nalagarh Road, Baddi,

Distt. Solan, (.9, 173 205, INDIA
Tl ; +91 581065 56001-02
vewvedrreddys.com
CERTIFICATE OF ANALYSIS
CEFTHOHNKAT AHAJIN3A
Product: Cetrine® film coated tablets, 10 mg
Hponyser: Uerpuu® tabnerky, nokperreie wienovnol obonouxofi, 16 mr
Market / Prinok : Russia / Pocena
Batch No. / . Batch Quantity / . 25,00,000 tab /
Cepna Ne t V2600571 Pasmep cepHu * 25,00,000 tab
Analytical Report No./ ) Date of Analysis/
AHannrHueckni oraetr No ) 89000187_2_522 _ Hara auanusa 24.03.2026
Date of Manufacture / . 03/2026 Date of Expiry / . 0272020
JlaTa npoH3BOACTBa Fojsen a0
Mig. License No., / MA number: /
IIpousBoacTBeHHRR 1 MNB/05/263 ) 3 JITI-Ne(005456)-(PT-RU)
Homep Py
suensua Ne

| Anglysis performed according to ND ! Aﬁaﬁus TpoBeAeH HO B,E( JI-Ne(005456)-(PI-RU)-150524
Artworks of primary package approved: / Makersl nepsHyHOR ynakoska yreepxessr: 12.11.2024
Artworks of secondary package approved: / Makersi BTopuuHo#i ynakoskn ymepxmenu 17.02.2025
{|PL approved: / JIB yreepsxaen: 15.05.2024..

Ne Test / IloxazaTens 1 Result / PesyapraTs | Specification / Hopma
npenenst 75%-125% ot cpenneii Macchl.
10  [Package/ Onscanue ynakogku |10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / o 10 rabnerok e i carton. / Io 10 tabnetox B
TIBX/TIBAX/faimomunnesom Omucrepe. TIBX/TIBIX//anroMminuerom Gaunctepe. 1o 2
1o 3 6nucrepa BMECTE C IMCTKOM- HaK 3 Gnucrepa BMECTE © JIMCTOM-
BKAARBIOIEM YIIAKOBAHEL B AHKY BRISABNLEM YNAKOBAHM B NAYKY KAPTOHHYIO.
KAPTOHHYIO,
11 Labeling / MapkupoBka Complies / CootseTcrRyeT See Module 1, section 1.3.2 of registration
dossier. / B cooteercTeru ¢ pasaerom 1.3.2
MOAYNA 1 PErucTpallHOHHOrS OChE,
12 Storage conditions / Yeaosus At temperature not higher than 25 °C / Tlpu Temneparype He Bouue 25 °C.
XpaHeHUA )
13 Shelf-life (storage period) / Cpox[3 years, /3 rona,
ronnocts (cpox xpanenis). B e

Remarks : The Product confirms to ND/
Yipumeuanne: [Tpoaykt cooreercreyer Tpebosannam HI

Conclusion : APPROVED/
3axnwouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
Toarorosneno: Nposepeno: Iposepeno (ACK): | OnoSpeno: Obeencuenre KawecTsa/OTECTCTBEHHOE TMLO!
Anchal Pravesh Rana Amit Kumar 7
- e /.)
|
Date / Date / Date/ Date / : j
Jlara: 24.03.2026 | Jera: 24.03.2026 | Java: 24.03.2026 | Jlare: U\ p)‘—/g (O%p pzs

a2




[ Redov's Laboeratories Lid.
Formulation Univ-b

Vi, slind, Walsuearh Road, Baddi,
il Solan, FLe, 173 205, INDIA
Tad o491 98166 56001-62
weny direddys.com

CERTIFICATE OF ANALYSIS
CEPTUDHMKAT AHAM3A

Product: Cetrine® film coated tablets, 10 mg
Npoayrr: Llerpru® rabnertky, nokpsiThie nienounod ofonoakod, 10 mr

Market / Prinor : Russia / Poccusa

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

Cepua Ne : V2600571 Pasmep cepuu *25,00,000 Tab

Analytical Repo:‘t Ne./ . 390001872522 Date of Analysis / 24.03.2026

Anasurudeckuii oTyer Ne Jara anann3a

Date of Manufactare / . 03/2026 Date of Expiry / . 02/2020

Jiara npos3ss0oacTEa Tones go

Mig. License No. / IMA number: /

Ilpouzsoacrsennas + MNB/05/263 : : JHI-Ne{005456)-(P-RU)
iHomep PY

auuensin Ne

Axnalysis performed according toe ND: / Ananus nposeaen no BJ: JITI-Ne(005456)~(PF-RU)-150524
Artworks of primary package approved: / MaxkeTs! nepeHuHoil ynaxosxs yrsepxaenni: 12.11,.2024
JArtworks of secondary package approved: / Makers: BropuIHO#t Ynakobke yreepkgensr: 17.02.2025
1PL approved: / JIB yreepxgen: 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. / Ilposoautcs npow3pogHTeNEM NPH BLITTYCKe MEPHORHUECKH: JUI Kaxcaoil 20-ok
cepry Wit He MeHee 1 pasa 8 roa, TToxasarens moxxeT OpiTh He BrnoYeH B CepTrHKaT aHanusa dupMaL

{ Remaris : The Product confirms to ND/
IIpumeqaune: Ipoaykr coorsercreyer rpebopanmaM HJL

Conclusion : APPROVED /
Jakmogenne: OAOBPEHO

Pravesh Rana _

| Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
TloarcToeneto: TIpoBepeno: Tporepeno (ACK): | OnobpeHo: Obeciicuecnne kayectsa/QTRETCIBEHHOE NULO:
Anchal Amit Kumar ;

;/""
Date /

Date / Date /

Date/
Jara:

Jara: 2_4.03.2026 Hara: 24.03.;02_6 Jara: 24.03.2026




Dr.Reddy’s

CERTIFICATE

D Roddy's Laboratories Lid,
Farradation Unit-6

Vil 1ich, Malagarh Road, Baddi,
sodan, ML, 173 205, INDIA
Tai: +21 931606 36001-02
wwew direddys.com

OF ANALYSIS

CEPTUDHKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg

Dpoayxr: Llerpun® rabnerku, nokpeiTeie nuenodnol obonoyxoh, 10 mr

Market / Petvox : Russia / Poccus
Batch No. / . Batch Quantity / . 25,00,000tab/
Cepna Ne : V2600571 Pasmep cepuu © 25,00,000 Tab
Analytical Repoﬁrt No./ . 890001872522 Date of Analysis/ . 24.03.2026
FAHaanTReeckuii oruer No JaTa anannza
5 Date of Manufzcture / . 03/2026 Date of Expiry / . 02/2029
Jlara npou3BogcTea Fogen xo
iMfg. License No. / IMA number; /
Ipon3eoacTBeHHASN : MNB/05/263 ] ' & JIFT-Ne(0035456)«(PI"-RU)
. _ Homep Py
iAnneHIHa No

PL. approved: / JIB yreepxaen: 15.05.2024

Analysis performed according to Ni} IAnanna nposened no XA JINT-Ne(005450)-(PT-RU)- 150524
Artworks of primary package approved: / Makerb: nepsuusoii ynaxosxs yreepaaenst: 12.11.2024
Artworks of secondary package approved: / Maxerni Broputmoii YORKOBKH YTBeDMAeHbI: 17.02,2025

API name / Haumenopanue ADPC:

Cetirizine dihydrochloride / LleTHpH3siHa IMrHADOSTIOPHA

INN/MHH:

Cetinizine / Hetvpusuu

API manufacturer batch number /
Homep cepuu nposssoanTens AQC:

BTQ0-25074

1 ¥P Manufacturer APl Batch number /
Homep cepus cyGerawunu nipoyssoantenn TJI@:

FETA00079

API Manufactured by, address & country /
IIpossponurens ADC, agpec u crpana:

Glochem Industries Private Limited,
Survey No. 174 to 176, 1.D. A, Bollaram, Sangareddy District,
502 325, Hyderabad, Telangana, India /
I'noxem Hupacrpuec Tlpaiisur Jumuren,
Vuactku Ne 174-176, U JLA., Bonapawm, Canrapensu
Juctpuxt - 502 325, Xaidpapaban, wrrar Tesanrana, Haaus

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

Haumenoranne, aapec, NKHEHIAA ANA
Hponssoncreetinan naomasxa / llnomaska xouTpoan
xauectna / [Llionanxa Beinycka

[powssoacTeeHHOe nofpaznenenue-6, Bumn. Kxons, Hanarapx

Dr. Reddy’s Laborateries Ltd.,
Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Solan (HP) 173205, India (license No MNB/05/263). /
J-p Peanu’c JaGopatopuc Jita,

Poyn, banaw, Jrctpukr Conen, X.01., 173205, Unaus
{Jluuenzns Ne MNB/05/263)

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

Remarks : The Product confirms to NDV/ Conclusicn : APFROVED /
Hpumeuanne: Tipoaykr coorpercreyer tpebopanuam HI 3axnwuenne: OJIOBPEHO
Prepared by / "Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
INoaroToRREHO: Ipozepexo: Tposepenc (AOK): | Onobpeno: Obecneuenue kadecTsa/OTBETCTBEHHOE RIKLI0:
Anchal Pravesh Rana Amit Kumar

| M gk A
Date/ Date / Date/ Date / ‘ / > [/
Hara: 24.03.2026 Hara: 24.03.2026 | Hara: 24.03.2026 Hata: U Q/‘V‘t -




Dr Reddy's Laborateries Lid.
Fosrautation Unit-6

vill, Khel, Nalogarh Roed, Baddi,
[Ysir Sofan, H.8, 173 205, INDIA
el +91 98166 56001-02

wiww drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
- Product: Cetrine® film coated tablets, 10 mg
poayxr: Hetpuu® rabnetxu, noxpsiTeie IigHoyHOH oBonouxol, 10 mr
Market / Prinox : Russia / Pocous o
Batch Ne. / , Batch Quantity / . 25,00,000 tab/
Cepnz Ne + vasnos7 Pa3smep cepun ! 25,00,000 a6
Analytical Report No. / . romnE Date of Analysis / . 94.03.2026
AnannTaueckcui oruer Ne : 890001872522 Jara ananusa : .03.2026
Date of Manufacture / . 03/2026 Date of Expiry / . 02/2029
Jara apod3BOACTES Tonex ao
Mig. License No. / MA number: /
IIpoussoacTREHRAA : MNB/05/263 ' 4+ JIT-Ne(005456)-(PT-RU)
Homep PY
JuueHsus Ne : .
Analysis performed according to ND: / Auaaus sipesegen no HJL: JEE-Ne(005456)-(PT-RU)-150524
Artworks of primary package approved: / Maxers! nepsuyHoil ynaxosky yreepxaensi: 12.11.2024
Artworks of secondary package approved: / Maxerbt BTOpHYHOI ynakoBky yreepaaenst: 17.02.2025
PL approved: / JIB yrsepxaen: 15.05.2024 .

manuofactured, including packaging/labeling and guality 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 Furasian Economic Union is
established». /

3aKn0ueHHe 0 CoOTBETCTEHU: «HACTOAMMM ¥ [OTEEPAAN, YTO OPHBEASHHAN BRIIIE HHGOPMALMN SRNASTCA HOCTOBEPHOH H
TOYHOH. T3 cepHs NPOLYKLWH TPOW3BeAckz (BKUHOMAN ynakosky (MApKMpOBKY} H KOHTPO:b KAueCTBA) HA BHILCYKA3aWHOI
HPOKH2BOACTEEHHOM nnomanke (NowaaKax) B NOAHOM COOTBETCTEHY © TpedoBauuamu Llpasha napaexalle NpousBOACTREHHOH
npakTHkE Espasuiickoro axoHoMmudeckoro corza (Ne GMP/EAEU/RU/02329-2025 or 19 centabpa 2025 1.) u tpebopanuamu
KOHTROM KAYECTBA JICKAPCTBCHHBIX CPEACTE, 2 TAKXEC B COOTBETCTEBHY CO CHCLLHQ)HK&U,HS!MH, CO,ELEP)KHU.IHMHC}I B pemc‘rpamoanom
HOCEE CTPaHbI-MMNOpTepa. 3&THCH MO NPOHIBOACTBY, YNAKOBKE W &HANM3Y NPOBEPEHBl, H YCTAHOBNEHO HX COOTBETCTBHE
rpeGoeatnam [Tpasnn Hanexaliel NPOHIROACTEEHHOH NMpaKTHiKH EBpasHACKOT) 3K0HOMHIECKOTO CO3an.

Remarks : The Product confirms to NP/ ' Conclusion : APPROVED /
Hpumeuanse: [Iponykt cooTretcTRYET Tpebopanuam HJl 3awknwouenne: OJIOEPEHO
Prepared by / Checked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
TToprorosnero: TipoeepeHo: Tiporepero (AOK): | Onabpeno: Obecneuenne kavecTBa/OTBETCTBEHHOS JIMLOL
Anchal Pravesh Rana Amit Kumar

Lo s
Date / Date / Date / Date/

Hara: 24,03.2026 Hara: 24.03.2026 JHara: 24.03,2026 Bara:




