Dr.Reddy’s Q‘:’.

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +61 98166 56001-02
www.drreddys.com

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: IleTpuH® TabNETKH, MOKPHITHIE MIEHOYHOH 0060J104KOH, 10 M

Market / Poisox : Russia / Poccust

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

Cepust Ne £ ¥2600064 Pasmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 800001859868 Date of Analysis / 25.01.2026

A”anuTHyeckuii oTyer No JaTa anajau3za

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npou3BoACTBA I'open po

Mfg. License No. / .

IpoussoacTReHman : MNBJ/05/263 mareusekd JITI-Ne(005456)-(PT-RU)
Homep PY

JHIeH3ust Ne

Analysis performed according ND: / Anauns nposeaen no HJ/I: JITI-Ne(005456)-(PI"-RU)-150524
Labeling and artworks approved: / MapkupoBka M MaKkeTbl yTBep#eHbl: 12.11.2024

Ne Test / lloxkazaTenb

Result / Pe3yabTaThl

Specification / Hopma

1 Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on cross section. / Kpyrisie
JIBOSKOBBITIYKJIblE TabJeTKH, NOKPBIThIE
IUIEHOYHOH obosioukoii Genoro usera, ¢
puckoH Ha omHOH cropone. Ha
nomepeyHoM paspese — supo Oemnoro
LIBETA.

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White to off-white core on cross
section. / Kpyrneie OBOAKOBBINyK/bIE
TabeTKH, MIOKPBITHIE TUIEHOYHOM
obosouxoit Genoro wWiIM mMouTH GeJoro
0BeTa, ¢ PUCKOH Ha omHOH cTopone. Ha
HonepeyHoM paspese sApo OT Genoro Ao

Mo4TH OEJI0ro LUBETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: [Iponykt coorBercTByeT TpebGoBaHuam HJJ 3axsrouenue: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToaroroeneHo: ITposepeno: Pravesh ||[[Tpoeepeno (AOK): Onobpeno: Obecneuenue kauecTBa/OTBETCTBEHHOE
Vishal Sharma Rana Amit Kumar NHLO: ) i
‘ N _CUNTL EUm R

s e // 3

A “ /\ oo e ‘_,-w( \)\,I
Date / Date / Date / Date / BoC TR
Jlara:25.01.2026 Jlara: 25.01.2026 JHara: 25.01.2026 Jlara: ‘.’Lé of: A 02 C

— — —

Registered Office: 8-2-337, Road No. 3, Banja

ra Hills, Hyderabad - 560034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

www.drreddys.com

Product: Cetrine film coated tablets, 10 mg
Ipoaykr: Llerpun® TabneTkH, NOKpbIThIE TNIEHOUHOH 06004k, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne ? V2600064 Paszmep cepuu 25,00,000 Ta6

Analytical Repovrt No./ . 890001859868 Date of Analysis / 25.01.2026

AHaauTHyecKkHii oTuer Ne JlaTa aHanansa

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npon3BoacTBa Togen o

Mfg. License No. / .

MpomseoncTeennas : MNB/05/263 MA TmbEr: | JITI-Ne(005456)-(PT-RU)
Howmep PY

anuenzusa Ne

Analysis performed according ND: / Ananns nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapknpoBxa u MakeTbl yTBepxaenbi: 12.11.2024

Ne Test / I[TokazaTennb Result / PesyabTaThl Specification / Hopma
2 Identification / The retention time of the main peak in theThe retention time of the main peak in the
Uaentuduxauusa chromatogram of test solution complyichromatogram of test solution should comply|
with the retention time of the main peak inwith the retention time of the main peak in the
HPLC / BOXX the  chromatogram  of  Cetirizinechromatogram of Cetirizine Hydrochloride
Hydrochloride reference standardreference standard solution (section "Assay").
solution. /
Bpemst ynep)KMBaHUsi OCHOBHOIO NMHYKa HaBpeMs ynep>XKMBaHMS OCHOBHOTO THKa Ha
XpOMaTorpamMMe MCILITYEMOro pacTBOpaXpoMaTorpaMMe  MCIBITYEMOro  pacTBopa
COOTBETCTBYET BpEMEHU YAEPKUBaHUALOIDKHO COOTBETCTBOBATh BpEMEHH
OCHOBHOTO ITHMKAa Ha XpOMAaTOrpaMMe)y[ep>KMBaHHS ~ OCHOBHOrO  MHKa Ha!
CTaHIAapTHOTO  pacTBOpa  LETHPHU3MHAXPOMATOrPaMME  CTaHAAPTHOrO  pacTBOpA,
CHIPOXJIOpUJIA. LUETHPH3UHA THAPOXJIOpHAA (pazne
«KoJnuecTBeHHOE OnpeieieHue).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIponykt cooTBeTcTBYeT TpeboBanusam HJJ 3akawyenue: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToaroroBneHo: ITpoeepeno: Pravesh |[[Tpoeepexo (AOK): Onobpeno: Obecneuenune kauecTra/OTBETCTBEHHOE
Vishal Sharma Rana 7 Amit Kumar JIHLIO: = ! B
f Qun L Kuwlag_
g ‘ ;)
[ | > <o)
Date / Date / Date / Date / »Z é\/U // 401 5
Jata:25.01.2026 ara: 25.01.2026 Mara: 25.01.2026 [lara: Z

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +S1 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



© Dr. Reddy's Laborateries Ltd.
Formulation Unit-6
9 ®
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
CEPTUOPUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
IlpoaykT: IleTpun® TabneTku, MOKPBITHIE MIEHOUHOH 060J10uKOH, 10 MP

Market / Poinok : Russia / Poccus

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

Cepusa Ne : Vaa00o Pasmep cepuu *25,00,000 Tab

Analytical Repovrt No./ . 890001859868 Date of Analysis / 25.01.2026

AHanuTHYecKHii oT4eT No JlaTa ananu3za

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa nponsBoacTBa Tonen ao

Mfg. License No. / .

Ipon3BoACTBeHHAs : MNB/05/263 ——— s JIT-Ne(005456)-(PT-RU)
Homep PY

JHLeH3us1 Ne

Analysis performed according ND: / Ananu3 nposeaen mo H/I: JIIT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka u MaKeTbl yTBepakaeHbl: 12.11.2024

Ne Test / [loxasaTenb Result / Pe3yabTaTbl Specification / Hopma
UV- spectrophotometry / Complies / CooTBeTcTBYET The UV-spectrum of the test solution and the
VO- cniexrpodoTomerpus 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®-cnextphl MOTJIOIIEHHS]
MCIIBITYEMOr0 pacTBopa U c*rauuapmorc,]
pacTBOpa LIETHpU3WHA TUAPOXJIOpHAA B
obmactu ot 200 mo 400 HM JOJKHBI HMCTIJ
MaKCUMYMBI TOTJIOLUIEHUs] NPU OAHOM U Toﬁ'
K€  JUIMHE  BOJIHBI  C }lOl'IyCTI/IMblM|
OTKJIOHEHHEM * 2 HM.

3 Dissolution / PacTBopeune INot less than 80% (Q) of the labeled amount
of C2yHasCIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHUHANBHOTO COAEPIKAHHUS
C»1HasCIN,O;3° 2HCI (uetnpusuna
nuruapoxyopua) yepes 30 MuH.

98 %; 98 %; 98 %; 96 %; 97 %; 98 %.

4 Uniformity of dosage units / Acceptance value (AV) should be not more
OaHOPOAHOCTL J03HPOBAHHBIX 3.6 than 15.0 / IToka3atens npuemneMoctv (AV)
eqUHNLL imoJkeH ObITh He Goee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IMpoaykr coorsercreyer Tpebosanuam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarotorneHo: [Tposepeno: Pravesh ||[Iporepeno (AOK): Onobpeno: ObecrieueHne kayectBa/OTBETCTBEHHOE
Vishal Sharma Rana Amit Kumar \ JIMLO: ,C L\W\‘)f ( K L/ n {L

A 25 I B
Date / Date / Date / Date / ) 6o~ JNDL

LX)

Jlara:25.01.2026 Jlara: 25.01.2026 Ilara: 25.01.2026 _||/lara: Xl /C

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 4C 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ‘,‘:'.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

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

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

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Letpun® TablieTkH, MOKPHITHIE NI€HOYHOH 0bosoukoi, 10 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne v V2600064 Pasmep cepun 25,00,000 Ta6

Analytical Repovrt No./ . 890001859868 Date of Analysis / 25.01.2026

AHanuTHYECKHH oTueT No JlaTta ananauza

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npou3BojacTBa I'open go

Mfg. License No. / .

Ipou3BoacTBeHHAs : MNB/05/263 DA muumleees / JIT-Ne(005456)-(PT-RU)
Homep PY

auueHzusi Ne

Analysis performed according ND: / Anaaus nposeaen no H/: JIII-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka n MaKeThl yTBepaaensbi: 12.11.2024

S Impurities / Ipumecn
Impurity A /
Ilpumecs A
Impurity B /
ITpumecs B
[mpurity C/
[Mpumecs C
Impurity D /
ITpumece D
Impurity E /
Ipumecs E

Impurity F /
Ilpumecs F

Any individual unidentified
impurity / Jlro6as enuHuyHas
HEMICHTUHHLIUPOBAHHAA TIPUMECH

Total impurities /
Cymma npumecei

Below LOD (LOD =0.005 %) / Huxe
npeaena obHapyxenus (ITO = 0,005 %)

0.02 %
Not detected / He obrapysxena
Not detected / He o6HapysxeHa

Below LOQ (LOQ = 0.023 %) / Huske
npeaena KOMHYECTBCHHOTO ONpEACITICHUSA
(ITKO = 0,023 %)

Below LOD (LOD = 0.015 %)/ Huxke
npenena oduapyxenus (ITO = 0,015 %)

Below LOQ (LOQ = 0.05 %) / Huxe
npenena KOJIMYECTBEHHOTO ONpelesieHust
(ITKO = 0,05 %)

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

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

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

INot more than 0.2 % /
"e 6osee 0,2 %

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

0.0245 %
Remarks : The Product confirms to ND/ -~ Conclusion : APPROVED / }
IIpumeuanne: [poaykr coorsercrByer TpedoBanusam HJL 3axnouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[MoaroroBneHo: ITpoBepeno: Pravesh |[IIposepero (AOK): Opnobpeno: Obecneuenue kayecTBa/OTBETCTBEHHOE
Vishal Sharma Rana Amit Kumar . JIULLO: <lh o ,K U /L
v-/' R
e <\r‘ \—'1]
Date / Date / Date / Date / G0 1L0)6
Hara:25.01.2026 Jlara: 25.01.2026 Jara: 25.01.2026 Jlara: * R

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

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

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

Product: Cetrine film coated tablets, 10 mg
Ilpoaykr: LleTpuH® TabyieTKH, NOKPBITbIE TJIEHOUHON 000104KOH, 10 Mr

|
Market / Poinok
|

: Russia / Poccus

Batch No. /
Cepus Ne

1 V2600064

Batch Quantity /

Pazmep cepum

25,00,000 tab /
25,00,000 Tab

Analytical Report No. /

Date of Analysis /

. : 890001859868 25.01.2026
AHaguTH4yeckni oTuer Ne JlaTa anannza
Date of Manufacture / . 12/2025 Date of Expiry / 112008
JlaTta npousBoacTBa T'onen o

Mfg. License No. /
IIpousBoacTBeHHAs
Juuensus Ne

: MNB/05/263

Homep PY

MA number: /

JITI-Ne(005456)-(PT-RU)

Analysis performed according ND: / Ananu3 nposeaen no H/I: JIII-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka H MaKeThbl yreep:kiaeHnl: 12.11.2024

Ne | Test/Ilokazatean Result / Pe3ysbTaThbl - Specification / Hopma
6 Water content / 19% Not more than 8.0% /
ConepkaHue BOAbI ’ He Gonee 8,0 % -
7 Microbiological purity* / - -
Mukpobuosoruueckas
yucTroTa*
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
Obmee 9ncno a3pobHbIX He 6onee 1000 KOE/r
MHKPOOPraHU3MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / O6ruee yucno He 6onee 100 KOE/r
IPOSOKEBBIX M TUIECHEBBIX IPUOOR
c) E. coli NA Shall be absent in 1g/ OrcyrcTBUe B 1 T
8 Assay / KonnuecTBennoe Not less than 9.0 mg and not more than
onpeneaeHie 11.0 mg Ca1HasCIN2O;3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
Baz g;gz/gf Autr land 110,0 % of label claim). / OT 9,0 Mr 110
) 11,0 Mr C2H>5CIN203-2HCI (uetupusuya
nuruapoxnopun) B tabnerke (ot 90,0 % no
110,0 % OT HOMUHAJBHOTO COAEPHKAHMUS).

Remarks : The Product confirms to ND/
IIpnmeuanne: [lponykr coorBercTBYyeT Tpebosanusam HJI

Conclusion : APPROVED /
3axkmouenue;: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
[Moarorosneno: [Tporepeno: Pravesh |([Tposepeno (AOK): Onobpeno: ObecrieueHye kadyecTBa/OTBETCTBEHHOE
Vishal Sharma Rana Amit Kumar AHLE:
f A _QueiL Eumpe.
r//
e N )

Date / Date / Date / Date / . :

T CRES
Jara:25.01.2026 Hara: 25.01.2026 Hara: 25.01.2026 Jara: ’9\6/0) . {)

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4900 2900, Fax: +91 46 4900 2998, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

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 AHAJIU3A

Product: Cetrine film coated tablets, 10 mg

Npoayxr: Lerpnu® tabnerkyn, NOKpLITHE MIIEHOUHOM 060n04koH, 10 Mr

Market / PbiHoK : Russia / Poccus

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

Cepun Ne K v20000sd Pasmep cepun ©25.00,000 Ta6

Analytical Repourt No. / . 890001859868 Date of Analysis / 25.01.2026

AnaanTH4yecknii oTuer Ne JlaTa anasusa

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTta npou3BoACTBA T'open fo

Mfg. License No. / .

T CH———— : MNB/05/263 Adarnpnibey: JITI-Ne(005456)-(PT-RU)
Homep PY

auuensus Ne

Analysis performed according ND: / Auanun3 nposeaen o H/L: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKa n MakeThl yrBepaaensbi: 12.11.2024

Ne | Test/ Iokazareas Result / PesyabTaTh!

Specification / Hopma

Jlenenne Tabuetok

9 Subdivision of tablets / Complies / CooTBeTCTBYET The tablets comply with the test, if not more

than 1 individual mass is outside the limits of
85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTk1 COOTBETCTBYIOT TPeOOBAHUSAM,
ecin He Gonee 1 equHuYHag Macca
OTKIOHsAEeTCs 32 npenens! 85%-115% ot
CpenHeli Macchl.

TabneTky He COOTBETCTRBYIOT TPEOOBAHHSIM,
ecsiv 6oJiee YeM 1| UHAMBUOYyanbHas Macca
OTKJIOHAETCA OT 3THX NMPENENoB Ui, eciy |
VHAMBUAYyalbHasi Macca OTKJOHSETCS 3a
npenenst 75%-125% ot cpenHeit Macchl.

Remarks : The Product confirms to ND/
IMpumeyanne: [poaykr coorsercreyer Tpebosanuam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) /
[TonrotorneHo: ITpoeepeno: Pravesh ||[Iporepeno (AOK):
Vishal Sharma Rana V4 Amit Kumar

o A

Approved by: Quality Assurance/Authorized person /
Onobpeno: ObecrniedeHHe kauecTBa/OTBETCTBEHHOE

JIHLLO: #/Q U\“‘Jl L K‘\U\(\/H\ iz
)

Date / Date / Date /
Hara:25.01.2026 Harta: 25.01.2026 Jara: 25.01.2026

Date / D{CED},J\U),@J

JlaTta:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +¢1 40 4900 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



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

Dr.Reddy’s ‘;‘

CEPTUDUKAT AHAJIN3A
Product: Cetrine film coated tablets, 10 mg
Ipoaykr: LleTprH® TabneTky, MOKPHITbIE NAEHOUHON 060n04Koid, 10 Mr
Market / PoiHok : Russia / Poccust
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepusi Ne ¢ V200064 Pasmep cepuu 25,00,000 Tab
Analytical Repog‘t No./ . 890001859868 Date of Analysis / 25.01.2026
AHaauTHYecKHil oTyeT No JlaTa anannza
Date of Manufacture / . 12/2025 Date of Expiry / 11/2028
JlaTa npon3BoAcCTBA T'open mo
Mfg. License No. /
IlpousBoacTBeHHas : MNB/05/263 . o { JITT-Ne(005456)-(PT"-RU)
Homep PY
Jauuensus Ne
Analysis performed according ND: / Ananu3 nposeaen no H/: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBKka u MaKeTb! yTBepskaeHbl: 12.11.2024

[ Ne Test / [lokazaTenn

Result / Pe3yabTarnl

Specification / Hopma

10 Package / YnaxkoBka

10 tablets in PVC/PVDC//aluminum

10 tablets in PVC/PVDC//aluminum blister.

blister. 3 blisters and patient information
leaflet in a carton. / [To 10 Tabnetok B
[IBX/TIIBX//antoMunneBom Gauctepe.
[To 3 Giucrepa BMeCTe ¢ TUCTKOM-
BKJI&J(bILIEM YIIAKOBAHbI B MAYKY

2 or 3 blisters and patient information leaflet
in a carton. /

Mo 10 Tabnerok B
[BX/ITJABX//amoMuuueBom 6nuctepe. Io 2
unu 3 6anctepa BMECTE C JTHCTKOM-

KapTOHHY!IO.

BKJIAABIMIEM YITAaKOBAHBI B Ma4YKy
[KapTOHHYIO.

* 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. / [IpoBoanTCA MPOU3BOANTENEM TIPH BBIITyCKE NEPHOANHECKH: IS KaxaoH 20-oii
cepuH niM He MeHee 1 pasa B roa. [Tokasarens moxer 6biTh He BKIoueH B Ceprudmkar aHanuza hupMbl.

API name / HaumenoBaumne AD®C:

Cetirizine dihydrochloride / IleTnpu3una AUrHAPOXIIOPUA

INN / MHH:

Cetirizine / Letupuzux

Howmep cepuu cyG6cranunu npoussoautens [JId:

API manufacturer batch number / BT00X25003
Homep cepuu npoussoautens A®C:
FP Manufacturer API Batch number / FESA00620

API Manufactured by & country /
IIpounssoautens ADC, cTpana:

Glochem Industries Private Limited, India /
I'noxem Munactpuec Ipaiieut Jlumuren, Munus

Name, address, authorization No for FP

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanue: Iponykr coorBercTByeT TpebGoranusM HJJ 3axntoyenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToaroroeneHo: [IpoBepeno: Pravesh [[TIposepeno (AOK): Onob6peno: ObecrneyeHue kauecTBa/OTBETCTBEHHOE
Vishal Sharma Rana Amit Kumar JHMLO: .
. A Cun L KuwiAr
-—“/‘-"__ -
2~ LW
Date / Date / Date / Datc / Aol L6016
Hara:25.01.2026 Hara: 25.01.2026 Hata: 25.01.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Cetrine film coated tablets, 10 mg
Ilpoaykr: llerpun® TabneTku, MOKPHITHIE IUIEHOUHOH 0060104KOMH, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepusi Ne t VIBI0NG4 Pa3mep cepun 25,00,000 Tab

Analytical Repourt No./ . 890001859868 Date of Analysis / 25.01.2026

AHanuTHyecKui oTuer Ne JlaTa aHaiu3a ~

Date of Manufacture / . 12/2025 Date of Expiry / 11/2028

JlaTa npou3BoACTBA Togen no

Mifg. License No. / .

TIpou3BOACTBEHHAS : MNB/05/263 M number: / JIT-Ne(005456)-(PT-RU)
Homep PY

Juuenzust Ne

Analysis performed according ND: / Anaaus nposeaen no H/I: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBKa H MaKeTbl yTBep#aeHbl: 12.11.2024

Distt. Solan (HP) 173205, India (license No MNB/05/263).
/ Ilpon3BoicTBEHHOE MoapasaeaeHne-6, Bt Kxons,
IIpousBoacTeennas miomaaka / [lnomaaka Hanarapx Poyzn, bannu, Jluctpukt Conan, X.I1., 173205,

KOHTpOJIs KauecTBa / [Inomaaka Belnycka Wnpus (JInnensus Ne 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».

3axuouenue o cooTBercTBuM: «HacTosumm s noATBepxk /a0, YTO MpUBeAeHHas BEIlle HHGOpMALMs ABJISETCS TOCTOBEPHOMN M
ToyHOM. DTa cepus MPOAYKLMH Npou3BeneHa (BKIOHAs yNakoBKy (MapKHpOBKY) M KOHTpPOJb KauecTBa) Ha BbILIEYKa3aHHOM
NPOM3BOJCTBEHHOM TuloLiazke (MJoLIaAKax) B ITOJIHOM COOTBETCTBUU ¢ TpeboBanuamHU IpaBun najsexaleil Nnpou3BOACTBEHHOMN
npaxkTiku EBpasuilckoro 3KOHOMMYECKOTO CO3a M TpeGOBaHHAMK KOHTPOJIS KauecTBa JIEKAPCTBEHHLIX CPENCTB, 4 TakKXe B
COOTBETCTBHH CO CHEHM(UKALMAMU, COMEPIKALIMMUCS B PETHCTPALMOHHOM HOCHE CTPaHbI-MMIOPTEpPA. 3aMucH Mo NMPOU3BOACTBY,
YIIAKOBKE M dHANM3y MPOBEPEHLI, U YCTAHOBIEHO HX COOTBeTCTBUEe Tpebomauusm Ilpapun Hamiexained NpoOH3BOACTBEHHOMN
npakTUki EBpazniickoro s3kOHOMHMUYECKOI0 CO03ay.

manufacturing site / Control site / Release site /
HaumeHnoBaHue, agpec, JUIEH3HS AJA

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYeT TpeboBaHusM HJI

Prepared by /
IMoarorosneno:
Vishal Sharma

Checked by /
[Tpoeepeno: Pravesh
Rana

Checked by (AQA)/
[Tporepeno (AOK):
Amit Kumar

Approved by: Quality Assurance/Authorized person /
OnoGpeno: Obecnedenue kadecTBa/OTBETCTBEHHOE
SIHLLO:
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