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CERTIFICATE OF ANALYSIS

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

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

CEPTUD®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
Npoaykr: Llerpun® TabneTkn, NokpeIThie NJeHOUHOH 060710uK0#H, 10 Mr

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepann M * N2600375 Pa3mep cepu 25,00,000 Ta6

Analytical Report No. /

Date of Analysis /

- : 890001866584 28.02.2026
AnanuTnyecknii oryer No JlaTa aHaau3a
Date of Manufacture / . 02/2026 Date of Expiry / 01/2029
JaTta npousBoacTsa Tonen no

Mfg. License No. /
IIponsBoacTBeHHAas
Junensus Ne

: MNB/05/263

Homep PY

MA number: /

JIT-Ne(005456)-(PT-RU)

Analysis performed according ND: / Ananu3 nposeaen no HJI: JITT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa U MaKeThbl yTBepakaeHbl: 12.11.2024

Ne Test / Iloka3zareab

Result / PesyabTaTnl

Specification / Hopma

1 Description / Onucanne

White coloured, round, biconvex film
coated tablet with a breakline on one
side. White core on cross section. /
Kpyrible OBOSKOBBIMYKIIbE TabIeTKH,
MOKPbITEIE  [IIEHOYHOH  000sI0uKOM
6enoro npera, C pPUCKOW Ha OfHOHM
cropoHe. Ha mnomepeuHoM paspese —
anapo 6enoro LBeTa.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross section.
/' Kpyrasle ABOSKOBBIMYKIIbIE TaGneTKu,
NOKpBITEIE MIEHOYHOW o6onoukoi 6enoro
WK ouTH 6e/oro UBeTa, ¢ pUCKOM Ha OHOM
cropoHe. Ha nonepeunoM paspese aapo oT
6enoro 10 o4ty Genoro 1BeTa.

Remarks : The Product confirms to ND/
Ipumeuanne: Ipopykr coorsercreyer tpebopannsm HJL

Conclusion : APPROVED /
3axkmwouenue: OJIOBPEHO

Prepared by /
[MonroroBeHo:
Pravesh Rana

Checked by /
[Tposepeno: Ramakant

bt

Kumar

Checked by (AQA)/
[Tposepeno (AOK): Amit

Approved by: Quality Assurance/Authorized
person / Onobpeno: OGecrieuenne
KauecTBa/OTBETCTBEHHOE JIULIO:

Cumil cuwm i
L

A

Date /
Jlata:28.02.2026

Date /
Jlata: 28.02.2026

Date /

JlaTta: 28.02.2026

Date /

9 &0 L0
Aara: 28 Eis G

Registered Oftice: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india

Tel: +91 40 4200 2909, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":‘

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: LleTpuH® Tab1eTKy, MOKPBITHE MIEHOYHOH 060104KOH, 10 Mr

Market / PoiHok : Russia / Pocens

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

Cepus No bR Pa3mep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001866584 Date of Analysis / 28.02.2026

AHajqnTHYecKUit oTueT Ne JlaTa anannsa

Date of Manufacture / . 02/2026 Date of Expiry / 01/2029

JlaTta npou3BOACTBA T'ogen o

Mfg. License No. /

Ipou3BoACTBeHHAS : MNB/05/263 DR EREREE | JITI-Ne(005456)-(PT-RU)
Homep PY

auueHsusi Ne

Analysis performed according ND: / Anaaus nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka ¥ MaKeThl yTBepaKaeHbI: 12.11.2024

Ne Test / Iloka3aTesb

Result / PesyabTaTsl

| Specification / Hopma

2 Identification /
WnenTnduxauus

HPLC / BOXX in
Hydrochloride
solution. /

CTaHIapTHOrO
TUAPOXJIOpHUAA.

BpeMs ynepKUBaHUsS OCHOBHOTO INHKa HaixpomaTorpaMMe
XpOMAaTOrpaMMe HCIIBITYEMOIO paCTBopaTuomKHo

COOTBETCTBYET BpPEMEHHM YIEep)KHMBaHWsyAEepP KUBAHUS
OCHOBHOIO [MHKa Ha XpOMaTOrpaMMexpoMaTorpamme
pactBopa

The retention time of the main peak in theThe retention time of the main peak in th
chromatogram of test solution complychromatogram of test solution should comply
with the retention time of the main peakiwith the retention time of the main peak in the
the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochlorid

reference standardreference standard solution (section "Assay").
Bpems ymep»HBaHHS OCHOBHOIO MMKa Hﬂ
MCITBITYEMOTO
COOTBETCTBOBAThH
OCHOBHOTO
CTaHJIaPTHOTO
LETUPU3UHALIETHPHU3HHA THAPOXJIOpHAA
«KoJMueCTREHHOE ONpeIeNICHUE).

pacrBopal
BpEMEHH,
MH1Ka Ha
pacteopal
(pazmen

——

[Remarks : The Product confirms to ND/
Mpumeuanne: [Tpoaykr coorsercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3aKi0yeHue: OL!,OBPEHO

Checked by /
[TpoBepeHo: Ramakant

L

Prepared by /
[ToaroroBieHo:

Pravesh Rana Kumar

Checked by (AQA)/
[Mposepeno (AOK): Amit

M

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

AUNIL puimg
L

Date /
Jara: 28.02.2026

Date / Date /

Jara:28.02.2026

Iara: 28.02.2026

Date /
Jlara:

PRSI TN

Registered Office: 8-2-337, Road No. 3, Banjara Hils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLCO04507
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 38166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Ipoaykr: Ilerpun® TabneTku, MOKpBITHIE IUIEHOYHOH 060104K0#, 10 MP

ndueH3us Ne

Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepust Ne ¥ V2600375 Pasmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001866584 Date of Analysis / 28.02.2026
AHanuTHYeCKHIT 0TYeT Ne JlaTa anasqiu3a
Date of Manufacture / . 02/2026 Date of Expiry / 01/2029
JlaTa npou3BoacTBa I'ogen 10
Mfg. License No. /

MA number: /

. B/05/2 JITT-Ne(005456)-(PT-R

IpousBoacTBeHHAs MNB/05/263 Homep PY ( )-( U)

Analysis performed according ND: / Ananus nposeaen mo HJI: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkipoBka u makeThbl yTBepakaeHbl: 12.11.2024

No Test / Ilokazarenb Result / PesyabTaThi

Specification / Hopma

UV- spectrophotometry /
Y ®- cnexrpodoromeTpus

Complies / CooTBeTcTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standar
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 ®-CrneKTpbl MOTJIOWEHHS UCIIBITYEMOTO
pacTBOpa M CTaHJApTHOTO  pAcTBOP |
LETHpPU3UHA ruapoxiopuaa B obmactu ot 20

0o 400 HM J[O/KHBI MMETH MAaKCHMYMBbI
TIOrNIOUWIEHHS. TIPU OJIHOM U TOH e JAJIUHE
BOJIHBI C IOTYCTUMBIM OTKJIOHEHHUEM £ 2 HM.

3 Dissolution / PacTBopenue

99 %; 97 %; 94 %; 96 %; 96 Y%; 93 %.

Not less than 80% (Q) of the labeled amount
of C21HasCIN2O3- 2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMMHAJIEHOTO COACPIKAHUSA
C21H25CIN2O3-2HCI (uetupusmnna
nuruapoxaopua) yepes 30 Mum.

4 Uniformity of dosage units /
OAHOPOAHOCTL J03HPOBAHHBIX 3.5
eHHUILL

Acceptance value (AV) should be not more
than 15.0 / IToxa3aresns npuemnemocty (AV)
\moJi>keH ObITh He Gosee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoaykT cooTBeTCTBYET TpeGoBaHHaM HJJ

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Prepared by /
IToaroroBneHo:
Pravesh Rana

Checked by /
ITposepeno: Ramakant

L

Kumar

Checked by (AQA) /
[Mposepeno (AOK): Amit

Approved by: Quality Assurance/Authorized
person / Onobpeno: Obecneuenue
kauecTBa/OTBETCTBEHHOE NMLO:

dumi U i R

A 0’//'\ (

Y — 2\ \")

Date / Date / Date/ Date / PRIy
Jara:28.02.2026 | Jlara: 28.02.2026 Jara: 28.02.2026 _&rra:

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

Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 88166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg

IMpoaykr: LerpuH® TabneTky, NOKPHITHIE MIEHOYHOH 000104k0#, 10 Mr

Market / PuiHok

: Russia / Poccus

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

Cepnsi Ne v NEBO0375 Pazmep cepuu 25,00,000 Tab

Analytical Repovrt No. / . 890001866584 Date of Analysis / 28.02.2026

AHannTuyeckui otuet Ne JlaTa anaausa

Date of Manufacture / © 02/2026 Date of Expiry / 01/2029

JlaTa npou3BoacTBA Togen no

Mfg. License No. / .

Ipou3BoACTBEHHAS : MNB/05/263 Mo ettt JITI-Ne(005456)-(PT-RU)
Homep PY

JuueH3nsa Ne

Analysis performed according ND: / Anann3 nposeaen no H/I: JITT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka U MaKeThbl YTBepxaeHbl: 12.11.2024

S Impurities / [Ipumecu Below LOD (LOD =0.005 %) / Huxe
Impurity A / npenena ooHapyxenus (I10 = 0,005 %)
INpumecs A 0.04 %

Impurity B/ Not detected / He o6Hapy»xeHa
Ilpumecs B

Impurity C / Below LOQ (LOQ = 0.003 %) / Huxe
[Tpumecs C [penena KOJIMYECTBEHHOTO ONPEAEIeHHA
Impurity D / (ITKO = 0,003 %)

[Ipumecs D

Impurity E / Below LOQ (LOQ = 0.023 %) / Huke
IIpumecs E npeaesa KOJIU4eCTBEHHOTO ONpeaeieHHs
Impurity F / (TTKO = 0,023 %)

[Tpumecs F

Below LOD (LOD = 0.015 %) / Hixe
npenena obHapyxenus (ITO = 0,015 %)

Not more than 0.2 % / ne 6oxee 0,2 %
INot more than 0.2 % / ne 6onee 0,2 %
Not more than 0.2 % / ne 6onee 0,2 %
Not more than 0.2 % / e 6osnee 0,2 %

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

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

Any individual unidentified
impurity / JIro6ast eauHUuHas

Below LOQ (LOQ = 0.05 %) / Huxe

npeaeiaa KoJMYECTBEHHOI'O ONPCACIICHUA

Not more than 0.2 % /

HEeHIEHTUGULIUPOBAHHAS TIPUMECH

Total impurities /
Cymma npumeceit

(TTIKO = 0,05 %)

0.0436 %

He 6onee 0,2 %

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

|Remarks : The Product confirms to ND/

ITpumeuanue: Ilpoaykr coorBercTeyeT TpeGopanusM HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Checked by /
[TpoeepeHo: Ramakant

Prepared by /
IToarorosneHoO: 7

Checked by (AQA)/
ITposepeno (AOK): Amit

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecnedcHue

Pravesh Rana Kumar KayecTBa/OTBETCTBEHHOE JIULIO:
, \&ﬁ/ o N luritl gumnil
[\' - ,C\' /I’
Date / Date / Date / Date / D «C”Q - 1004
‘)_Ia"ra:28.02.2026 Jara: 28.02.2026 JlaTa: 28.02.2026 JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s Q':'

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3IA

Product: Cetrine film coated tablets, 10 mg

IpoaykT: LleTpuH® TabsieTkn, NTOKPBITHIE MIEHOYHOH 0600uKOH, 10 Mr

|
Market / Peinok

: Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne § V50075 Pazmep cepuu 25,00,000 Tab
Analytical Repovrt No./ . 890001866584 Date of Analysis / 28.02.2026
Ananutuueckuii oTuet Ne Jara ananuza
Date of Manufacture / . 02/2026 Date of Expiry / 01/2029
JaTta npou3BoacTBa TI'oaen go
Mfg. License No. / )
IIpoussoacTBeHHAS : MNB/05/263 MATHimbers JITT-Ne(005456)-(PI'-RU)

Homep PY

auneHsus Ne

Analysis performed according ND: / Ananus nposefen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka u MaKeThl YTBepakaeHbl: 12.11.2024

[Moaroroeneno: ITporepeno: Ramakant

Pravesh Rana

[Tposepeno (AOK): Amit

Kumar
T
A=

No Test / IloxazaTtenn Result / PesyabTaThl Specification / Hopma
6 Water content / 3.99% Not more than 8.0% /
CoaepixaHue BOABI ) He 6onee 8,0 %
7 Microbiological purity* /
Muxkpobuonoruueckas
YHCTOTAX
1a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
Ob61ee yncno a3poOHbIX He 6onee 1000 KOE/r
MHUKPOOPraHU3MOB
NA
b) Total combined yeasts and ‘Not more than 100 CFU/g /
mould count / Obiee uucno He 6onee 100 KOE/r
IPOYOKEBBIX U TUIECHEBBIX TPUOOB NA
L c) E. coli - L [Shall be absent in 1g / OtcyTcTBUE B 1 T
8 Assay / KosiHdecTBeHHOE iNot less than 9.0 mg and not more than
onpejeneHue [11.0 mg C2HasCIN2O5: 2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
S glggl/%}?l Mr and 110,0 % of label claim)./ Ot 9,0 mMr mo
’ 11,0 mr C21H25CIN203-2HCI (uetupusuna
mMruapoxnopun) B Tabnerke (ot 90,0 % a0
| 110,0 % oT HOMHHANBLHOTO COAEPIKAHMA).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumenanne: [poaykr coorsercTeyeT Tpebosanuam HIJ 3armwouenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized

person / Opo6peHo: Obecnieuenue
kayecTBa/OTBETCTBEHHOE JIMLO:

QUMIL IR
, vl

Date /

Jara: 28.02.2026

Date /
Jlata:28.02.2026

Date/
Jlara: 28.02.2026

Date /
Hara:

2401402 6

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: 491 40 4900 2900, Fax: +91 40 4200 2999, Email: mai!@drraddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q‘:‘

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 38166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Hpoaykr: Lletpun® Tabnerku, NOKphiTHE MIICHOUHOM 06os0ukoi, 10 mr

Market / PoiHOK : Russia/ Poccus

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

Cepus Ne v V2600378 Pasmep cepun 25,00,000 Tab

Analytical Repovrt No./ . 890001866584 Date of Analysis / 28.02.2026

AHaMUTHYEeCKHIi oTueT No JlaTa ananusa

Date of Manufacture / . 02/2026 Date of Expiry / 01/2029

Jlata npon3BojacTBa Togen o

Mfg. License No. / .

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

Juuen3ns Ne

Analysis performed according ND: / Anaan3 nposeged no H/L: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapknpoBka H MaKeThbl yTBepaienbi: 12.11.2024

| Ne Test / [TokasaTennb Result / PesyabTtaTnl

Specification / Hopma

9 Subdivision of tablets /
Jlenenue TabneTok

Complies / CooTBetcTBy€ET

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 TpeGOBAHUAM, €CIIH
He Gosiee 1 eAMHNYHAs Macca OTKJIOHAETCS 3a
npenessl 85%-115% ot cpenHel Macchl.
TabiieTky He COOTBETCTBYIOT TPeGOBAHUSM,
ecny 6osiee yeM 1 MHAMBUNYaNbHAS Macca
OTKJIOHSIETCS OT 3THX MPEEIIOB UK, eciy |
WHAMBHAYaNbHAs Macca OTKIIOHAETCS 3a
npenenst 75%-125% ot cpenHer Macchl.

Remarks : The Product confirms to ND/
IMpumeuanue: Ipoaykt coorsercTByet TpeboBannam HJJ

Conclusion : APPROVED /
3axaiouenue: OJIOBPEHO

Prepared by /
[ToxarorosneHo:
Pravesh Rana

Checked by /
« | ([ Tporepeno: Ramakant
Kumar

Checked by (AQA) /
IMposepeno (AOK): Amit

w7

Approved by: Quality Assurance/Authorized
person / Omobpeno: ObecneuerHue
kayecTBa/OTBETCTBEHHOE JIUIIO:

QUi KA
v

Date / Date/

JHara:28.02.2026

Date /
Jara: 28.02.2026

Jara: 28.02.2026

Date / I EL b

JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘. )

! - Formulation Unit-6

Dr. Reddy s '. Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 88166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
IlpoaykT: LleTpuH® TabneTkH, NOKpeIThIE MIEHOYHOH 060a0uKoH, 10 Mr
Market / PoiHok : Russia / Poccust
Batch No. / . B Batch Quantity / . 25,00,000 tab /
Cepusi Ne § V2ol Pasmep cepun " 25,00,000 Tab6
Analytical Repourt No./ . 890001866584 Date of Analysis / 28.02.2026
AHaanTHYecKUH oTyeT Ne JlaTa anannza
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2029
JlaTta npou3BoacTBa T'onen go
Mfg. License No. / .
IIpoussoacTEeHnas : MNB/05/263 ML A T e JITI-Ne(005456)-(PT-RU)
Howmep PY

Junensus Ne -
Analysis performed according ND: / Anaans nposeaen no HJ/I: JIII-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka u MaKeTbl YTBepkaeHbl: 12.11.2024

Ne  |Test/Ioxazarenn Result / Pe3yabTaThl Specification / Hopma
10  |Package/ YnakoBka 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. / ITo 10 Tabnerok B [a carton. /

[IBX/TIABX//amomunnesom 6amcrepe. |[To 10 ta6nerox B

[To 3 6nucTepa BMECTE C TIMCTKOM- [IBX/TI/IBX//amomunnesom Gnucrepe. [o 2
BKJIA/IbILIEM YMAKOBAHBI B Mayky unu 3 6ucrepa BMECTE C JINCTKOM-
KapTOHHYIO. BK/IaAbIIIEM YIAKOBAHbI B [AUKY KAPTOHHYIO.

L

* 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. / IIpoBOAUTCS MPOMU3BOAUTEINEM TIPU BBIILYCKE NEPHOOUYCCKH: A1 Kaxkaoi 20-0if
cepud wik He MeHee 1 pasa B rop. [Toka3zaresns MoxkeT ObITh He BKIIOUEH B CeprH(ukaT aHannza diHpMbIL.

_API name / HaumeHoBanne APC: Cetirizine djhydrochloride / LleTupnsnna auruapoxiopun
INN / MHH: Cetirizine / Lletupuzun

API manufacturer batch number / BT00-25084

Homep cepuu npouspoguresns A®C:

FP Manufacturer API Batch number / FETA00032

Homep cepun cyGeTanunu npoussoaurens LJIdD:

API Manufactured by & country / Glochem Industries Private Limited, India /
Ipoussoaurens ADC, ctpana: I'noxem Mupactpuec Ipaiisut Jlumuren, Muaus
Name, address, authorization No for FP Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanue: I[Ipoxykr coorBercTBYeT TpeboaHusm HJL 3akmoyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized
INoarorosneno:  , [[[Ipoepeno: Ramakant [|[[IpoBepeno (AOK): Amit ||person / Ono6peHo: Obecneuenne

Pravesh Rana Kumar kadecTBa/OTBETCTBEHHOE JIUILO:

_ d& A Jupit puwii

Date / Date / Date / Date / ) g/lﬂ/ ’ML/,-
Jara:28.02.2026 __,_J_laTa: %8.02.2026i Jlata: 28.02.2026 Hara: &
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
Ipoayxt: IeTpiH® TabaeTKH, NOKPLITHIE MIIEHOHHON 060/10uKOH, 10 Mr

Market / PeiHok : Russia / Poccust

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

Cepns Ne ¢ V2000575 Pa3smep cepun ©25,00,000 Tab

Analytical Repourt No./ . 890001866584 Date of Analysis / 28.02.2026

AHANHTHYECKHI oTueT No JlaTa aHaau3a

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2020

JlaTa npou3BoaCTBa IogeH ao

Mfg. License No. / .

Ipon3BoacTBeRNas : MNB/05/263 A dunibers | . JITI-Ne(005456)-(PT-RU)
Homep PY

aunen3us Ne

Analysis performed according ND: / Auanus npoeaen mo HJ/L: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa U makeTbl yTBepskaensi: 12.11.2024

manufacturing site / Control site / Release site / Distt. Solan (HP) 173205, India (license No MNB/05/263).
HaumeHoBaHue, afgpec, JUNEH3Us AJs / Ilpou3sBoacTBEHHOE TIoApa3AeeHue-6, Bumi. Kxons,
IlpounssoacrBeHHas miowanaka / [lmomanka Hanarapx Poyn, bannu, Juctpukt Conan, X.I1., 173205,
KOHTpoJIst kadecTBa / Ilomaaka BbIyCKa Unnns (JInuensust No MNB/05/263).

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

3aKi0yeHHe 0 COOTBETCTBHHU: «HacTosuuMm s MOATBEp)KAAl0, YTO MpPHUBEJSHHAs Bblllle UHGOPMALMA SBIAECTCSH AOCTOBEPHOI M
TOYHON. DTa cepusi MPOLYKUIMH Npou3BeleHa (BKoYas YNakoBKY (MapKHUpOBKY) M KOHTPOJb KadecTBa) Ha BHILUEYKa3aHHOM
MPOM3EOACTBEHHON Muiolanke (Imiolaaxax) B MOJHOM COOTBETCTBUM ¢ TpeGoBaHusamu [IpaBun Haaiexalleif NpoN3BOACTBEHHOM
npakTuki EBpa3suiickoro 3KOHOMMYECKOrO cOl03a H TpeGOoBaHMAMM KOHTpPOJIA KAadyecTBa JeKapCTBEHHBIX CPEICTB, a TaKXkKe B
COOTBETCTBUH CO CrIELU(UKALMAMH, COAEPIKALIUMUCS B PETMCTPALMOHHOM [0ChE CTPAHbI-UMMIOPTEPA. 3aMHCH 1O MPOU3BOACTBY,
YIIaKOBKEe ¥ aHalu3y MpPOBEPEHbl, M YCTAHOBIEHO HMX COOTBETCTBHE TpeboBaHusM [lpaBun Haajexarieil npou3BOACTBEHHOM
npakTHki EBpa3suicKOro sSKOHOMHYECKOT0 COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IMpoaykt coorseTcTByeT TpeboBanusam HJJ 3arxmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[MoaroTorseno: [Tposepeno: Ramakant [|[Tpoeepeno (AOK): Amit |[person / Onobpeno: Obecneuenue
Pravesh Rana \u’h__ Kumar kaiecTBa/OTBETCTBEHHOE JIMLIO:
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