Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Uerpuu® TabneTku, NOKpeITHIE MIEHOUHOM 06omoukoi, 10 Mr

Market / Poinokx

: Russia / Poccus

Batch No. / . B2503481 Batch Quantity / 955 KG /955 KT

Cepusn Ne Pa3mep cepun

Analytical Repourt No./ . 2002FP25002736 Date of Analysis / 30-11-2025

AHaJUTHYEeCKHii oTyeT N2 Jara aHanusa

Date of Manufacture / ¢ 10-11-2025 Date of Expiry / 31-10-2028

JaTa npou3soacTsa TogeH no

Mfg. License No./

Mponseoncraennan : 63/RR/AP/96/F/R pgumber: J JITT-Ne(005456)-(PT-RU)
Homep PY

JuueH3us Ne

Analysis performed according ND: / Auanus nposeaen no H/: JINI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / MapkupoBka u makerhbl yreepxaeHsnl: 17.02.2025

‘Ne | Test/ Mokazatenn

1 ' Description / Onucauue

White coloured, round, biconvex film

Specification / Hopma

White or off white coloured, round, biconvex
film coated tablet with a breakline on one
side. White core on cross section. / side. White to off-white core on cross section.
Kpyrabsle ABOAKOBbIMYKJble TabneTkw, / Kpyrible OBOSKOBBINYKIIblE TabIeTKH,
NOKPBITHIE  TUIEHOYHON  0OBONOYKOM | MOKPBLITBIE MIEHOYHOH ofonoukoi Oemoro
fenoro uBera, C pUCKOH Ha OAHOMN MM MOUTH 6€oro LBETA, C PUCKOH Ha OJHON
ctopoHe. Ha momepeunoM paspese — cropone. Ha monepeuHom paspese 44po OT
aapo Oenoro LBeTa. 6enoro 10 nouty 6enoro uBeTa.

Result / PesyabTaTsi

coated tablet with a breakline on one

Identification /
Haentundurxauun

™

HPLC / BOXX

The retention time of the main peak in theThe retention time of the main peak in the
chromatogram of test solution complychromatogram of test solution should comply
with the retention time of the main peakwith the retention time of the main peak in the
in the chromatogram of Cetirizinechromatogram of Cetirizine Hydrochloride
Hydrochloride reference standardreference standard solution (section "Assay"). /
solution. / Bpemsi ymep>KUBaHHS OCHOBHOIO MHKa Ha

Bpemst yeprKkHBaHUs OCHOBHOTO NMKa HAXPOMATOrpaMMe  MCIBITYEMOrO  pacTBopa
XpOMaTOrpamMMe UCTILITYEMOrO pacTBOPAIONHHO COOTBETCTBOBATD BpPEMEHHU
COOTBETCTBYET BpPEMEHH YAePXUBaHUSYACPKUBAHUS OCHOBHOTO nuka Ha
OCHOBHOTO MHKA HA XPOMATOrPAMMEXPOMATOrpaMMe  CTAHZAPTHOTO  PAacTBOpa
CTaHAAPTHOrO pacTBOpa LETUPU3MHALETHPH3MHA THApOXJIOpHAA (paznen
THAPOXJIOPUAA. «KosnuecTBeHHOE onpeneneHue).

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipoayxr coorsercrryeT Tpeboranusm HJJ

Conclusion : APPROVED /
3axmoyenune: OJJOBPEHO

Prepared by /
[ToarororneHo:

B. Satyanarayana - Quality
control- Team Member

ge’/—\

Checked by / ITpoeepeno:
D. Latha- Quality control-
Team Member

Y/

Checked by (AQA) /
[Tposepero (AOK):

V. Prashanth- Quality
Assurance- Team Member

i)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneyeHue
kauectsa/OTBETCTBEHHOE NULIO:

S. Haneef- Q\' lity Assurance- Team
Member =

Date /[lara: 2 o0-ff—1L614~

Date /[lata: Lo~ 1—4224"|

Date /dara: 2.(}-{[’-7%

Date /[lara: }O —1 oL g_




Dr.Reddy'’s Q’:‘.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Cetrine film coated tablets; 10 mg
IMpoaykr: Lletpun® radneTku, NOKPbIThHIE MIEHOYHON 060104KOMH, 10 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . B2503481 Batch Quantity / 955 KG / 955 KT

Cepus Ne i Paszmep cepun

Analytical Repovrt No./ . 2002FP25002736 Date of Analysis / 30-11-2025

AHaJIUTHYECKH oTyeT Ne JlaTa ananusa

Date of Manufacture / . 10-11.2025 Date of Expiry / 31-10-2028

Jlara nponsBoacTBa TogeH xo

Mfg. License No./ MA -

IpousBoacTBeHHAs : 63/RR/AP/96/F/R AL JITI-Ne(005456)-(PT-RU)
Homep PY

JnueH3usi Ne

Analysis performed according ND: / Auaans nposeaen no H/: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / Mapkuposka n makers! yreepauenbi: 17.02.2025

UV- spectrophotom—étry /

Y- cnektpodoToMeTpHs

Complies / CoorsetcTByeT

3 Water content /
Conepixanue Boabl

3.1%/3,1%

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 ®-crnekTpbl NOTJOIEHHS HCITBITYEMOTO
pacTBOpa M  CTaHAApTHOTO  pacTROpa
ueTHpU3MHa ruapoxiopuaa B obmactu ot 200
10 400 HM JOMKHBL HMMETH MAaKCHMYMBI
NOrJIOWEHWs MpH OAHOM M TOM ke INuHE
BOJIHBI C JOMYCTUMBIM OTKJIOHEHHEM * 2 HM.

"Not more than 8.0% /

He 6onee 8,0 %

4 Tﬁﬁiformity of dosage units /

Acceptance value (AV) should be not more
than 15.0 / [Tokazatens npuemiemoctu (AV)

OxHOPOAHOCTH 103UPOBAHHBIX 6.1/6.1
eqMHHUIL ’ J10/pKeH ObITh He 6onee 15,0.
5 Dissolution / Pa-cn;opelme Not less than 80% (Q) of the labeled amount

99%, 100%, 101%, 100%, 98%, 103%.

~amruapoxnopua) uepes 30 muH.

of C21H5CIN2O3-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) OT HOMHHAILHOTO CONEPXKAHUS
C21H3sCIN,O3- 2HCI (uetupusnna

Remarks : The Product confirms to ND/
IMpumeuanne: [Tponykr coorBeTcTByeT Tpeboranuam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[ToarotoBsieHo:

B. Satyanarayana - Quality
control- Team Member

g

Checked by / IposepeHo:
D. Latha- Quality control-
Team Member

S

Checked by (AQA) /
[TposepeHo (AOK):
V. Prashanth- Quality

unt)

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeto: ObecnieueHue
xauecTea/OTBETCTBEHHOE JIMLIO:

Member

S. Haneef- Q&lily Assurance- Team

Date /[lata: ;3° fleronn”

Date /[ata: Lo~ I-2-224]

'bate /}laTa\: P4 r'lM

Date //lara: | 30 /\|.-%2,-S—




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
IMpoaykT: Letpun® TabaeTku, MOKPHIThIE MIEHOYHOH 060on0oukoi, 10 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . B2503481 Batch Quantity / 955 KG / 955 KT

Cepnsa Ne Paszmep cepuu

Analytical Rep0“rt No./ . 2002FP25002736 Date of Analysis / 30-11-2025

AHATHTHYECKHH 0TYeT Ne JlaTa ananusa

Date of Manufacture / . 10-11-2025 Date of Expiry / 31-10-2028

JaTa npou3BoacTBa Togen no

Mfg. License No. / MA ber: /

IpousBoacTBenHas : 63/RR/AP/96/F/R sl JIM-Ne(005456)-(PT-RU)
Howmep PY

JuueHsus Ne

Analysis performed according ND: / Ananu3s nposeaen mo H/I: JIIT-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka n MakeTsl yrBepaxaeHbl: 17.02.2025

6 Impurities / [Ipumecu

Impurity A /
[Tpumecs A
Impurity B /
[Tpumecs B
[mpurity C/
[Mpumecs C
[Impurity D /
[Tpumecs D
[mpurity E /
[Mpumecs E
Impurity F /
[pumecs F

Any individual unidentified
impurity / JTrobas exMHU4Hast

Below Limit of Detection (LOD =

0.005%) / Hike npenena oGHapyxeHus

(TTO = 0,005%)

Not detected / He o6HapysxeHa

Not detected / He oGnapysxena

Not detected / He oOnapysxeHa

0.03%/0,03%

Below Limit of Detection (LOD =

0.015%) / Huxe npenena oGHapyxKeHUs

I(I'IO =0,015%)

HenﬂeHTHCbHL[HpOB&HHaH NMpUMECH

Total impurities /
Cymma npumeceit

0.07% /0,07%

0.1%/0,1%

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

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

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

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

‘Not more than 2.0% /

He 6onee 2,0%

Remarks : The Product confirms to ND/
IMpumeuanme: [Ipoaykr coorBeTcTBYyeT TpeGoBaHusm HJL

Conclusion : APPROVED /
3akayenue: OJOBPEHO

Prepared by /
[Toarorosnexo:

B. Satyanarayana - Quality
control- Team Member

Checked by / TposepeHo:
D. Latha- Quality control-
Team Member

%

Checked by (AQA) /
[Tpoeepeno (AOK):
V. Prashanth- Quality

Assurance- Team Member

)

Approved by: Quality
Assurance/Authorized person /
OpoGpeno: Obecnederue
kayecTBa/OTBETCTBEHHOE JIMLIO:

Member

S. Haneef- (zity Assurance- Team

Date /[lata: 3e—t(=py |

Date //lara: ,lt‘ —|-202 |

Date /[lata: Qp-| ,.%

Date /[lara: 3 0 .,” 90?2 5




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product: Cetrine film coated tablets, 10 mg
[Ipoaykr: LletpuH® tabneTku, NOKPHITHIE MICHO4HOM 06004KO#H, 10 Mr

Market / PoiHok : Russia / Poccus

ARG,/ : B2503481 Batch Quantty/ . 955KG /955 KT

Cepus Ne Pa3mep cepuu

Analytical Repo:‘t No./ . 2002FP25002736 Date of Analysis / . 30-11-2025

AHanuTHUYECKHIT oTueT N2 /laTa aHa/u3a

Date of Manufacture / . 10-11-2025 Date of Expiry / . 31-10-2028

JlaTa npou3BoacTBa I'ogen g0

Mfg. License No. / MA number: /

Ipou3BoacTBEHHAR ¢ 63/RR/AP/96/F/R " ' : JIIT-Ne(005456)-(PT'-RU)
Homep PY

JuueH3ua Ne

Analysis performed according ND: / Auanus npoeeaen no H/: JITI-Ne(005456)-(PT-RU)-150524
Labeling and artworks approved: / MapkupoBka u Makerbl yTBepxaeHsi: 17.02.2025

7 Assay / KonnuecrBeHHoe Not less than 9.0 mg and not more than
onpejaejieHue 11.0 mg Cs;HasCIN>O;3-2HCI (cetirizine
dihydrochloride) in tablet (between 90,0 %
9.95 mg /9,95 wr and 110,0 % of label claim). / Ot 9,0 mr go
99.5% /7 99,5% 11,0 mr C21H;5CIN»O;3-2HCI (uetupuzuna

muruapoxiopun) B radnerke (ot 90,0 % no
1100 % OT HOMHHAJILHOTO COACPKAHUA).

8 Microbiological purity* /

‘Muxpobuosioruyeckas
qucToTa®
a) Total acrobic microbial count / Not Applicable Not more than 1000 CFU/g /
Obuiee 4ucio aspobHBIX He 6onee 1000 KOE/r
MHUKPOOPraHU3MOB
Not Applicable
b) Total combined yeasts and Not more than 100 CFU/g /
mould count / OBiuee uncsio [He 6onee 100 KOE/r
[APOMOKEBBIX W TIECHEBBIX PHGOB Not Applicable
c) E. coli ) Shall be absent in 1g/ Orcytcteue B 1 ¢
9 Subdivision of tablets / Complies / CooTBercTByeT The tablets comply with the test, if not more
Jenenue radaeTox 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, €CIH
| __ He Gonee 1 eAMHUYHAS Macca OTKIIOHAETCS 3a
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Mpoaykr coorBercTByeT Tpedosanmsm HJJ 3akaouenne: OJOBPEHO
Prepared by / Checked by / IMposepeno: ||Checked by (AQA) / Approved by: Quality
[Moaroroenexo: D. Latha- Quality control- ||[Tposepero (AOK): Assurance/Authorized person /
B. Satyanarayana - Quality [|Team Member V. Prashanth- Quality Ono6peno: ObecnieueHne
control- Team Member Assurance- Team Member  ||xauecTBa/OTBETCTBEHHOE AULIO:
: L& — S. Haneef- Quality Assurance- Team
&01 il U\’L{o Member ?
. Y Z;AZ
Date /[lata: 26-t]-1094 |[Date /[lara: Lo~ (—223f([Date //lara: Q| .-’wlg Date //lara: Q O/U r&[} ozfg‘




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A
Product: Cetrine film coated tablets, 10 mg
IMpoaykr: Llerpur® TabieTky, MOKpPHIThIE MEHOUHOMH 0600ukoi, 10 mr
Market / Poinok : Russia / Poccus
Batch No. / . B2503481 Batch Quantity / 955 KG / 955 KT
Cepna Ne Pa3mep cepun
Analytical Repoj‘t No./ . 2002FP25002736 Date of Analysis / 30-11-2025
AHaJUMTHYECKHI oTueT No JlaTa anaau3a
Date of Manufacture / . 10-11-2025 Date of Expiry / . 31-10-2028
JaTa npou3BoacTsa T'onen o
Mfg. License No. / MA ber: /
Mpon3eoacTBeHHas : 63/RR/AP/96/F/R e : JIM-Ne(005456)-(PT-RU)
Homep PY

JHueH3HA Ne
Analysis performed according ND: / Ananans nposegen no HJ/I: JITI-Ne(005456)-(PT'-RU)-150524
Labeling and artworks approved: / Mapkupogka u makeThl yTBepsaenn:: 17.02.2025

npeneibt 85%-115% ot cpenHei Macchbl.
TabneTkn HE COOTBETCTBYIOT TPEOOBAHUSM,
eciim Goslee yeM 1 MHAMBUAYaNbHas Macca
OTKJIOHSETCA OT 3TUX MpeesioB UiH, eciu 1
MHOMBMAYATbHAS Macca OTKIIOHAETCS 3a
npeaenbl 75%-125% ot cpeaueit macchl.

10 tablets in PVC/PVDC//aluminum 10 tablets in PVC/PVDC//aluminum blister. 2
blister. 3 blisters and patient information or 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnetok B a carton. /

[BX/T1IIBX//antomunuesom Gnucrepe. Ilo 10 Tabnerok B

10 Pac?age / Ynakoeka

[Mo 3 6aucrepa BMECTE C JIMCTKOM- [MBX/TIJABX//amomununesom 6aucrepe. 1o 2
BKJIAAbILIEM YNAKOBAHBI B MAYKy wiaK 3 GaucTepa BMECTE C JINCTKOM-
KapTOHHYIO. BKJIa/IbILIEM YMAKOBaHbI B [TAYKY 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. / [IpoBoanTcs npon3BOAMTENEM TIPH BBITIYCKE NEPHOAMUECKHU: 1T Kax o 20-o# cepun
vy He meHee 1 paza B ran. Tokazatenh MOweT OhiTh HE RETYEH R CenpTudukaT aHanu:a upMAIL

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IlIpumeuanne: [poaykr coorBercTByeT Tpebosanusm HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / ITpoeepeno: ||Checked by (AQA) / Approved by: Quality
[ToarorosneHo: D. Latha- Quality control- |[[TpoBepero (AOK): Assurance/Authorized person /
B. Satyanarayana - Quality |[Team Member V. Prashanth- Quality OpobpeHo: Obecneuenne
control- Team Member Assurance- Team Member |[kauecTra/OTBETCTBEHHOE NHULO:
4 I s Lg%“ S. Haneef- Quality Assurance- Team
gﬁv U’]MO Member g
> - ,f
Date /[lata: 3 )~18Y " ||Date /[lara: 20 |—2.0141|Date /[lara: QO/",w’p( Date //lara: %O /( [,2,02 s




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product: Cetrine film coated tablets, 10 mg
IponykT: LlerpuH® TabneTky, MOKPbIThIE NIEHOYHOH 06os0uKo#, 10 Mr

Market / PeiHOK : Russia / Poccus

LD : B2503481 ek e . 955KG /955 KT

Cepus Ne Pasmep cepuu

Analytical Repo“rt No./ . 2002EP25002736 Date of Analysis / 30-11-2025

AHa/IMTHYECKHIT oTUeT No JaTta ananusa

Date of Manufacture / . 10-11-2025 Date of Expiry / . 31-10-2028

JaTa npou3BoacTBa I'onen no

Mfg. License No. / MA _—

ITpoussoacTBeHHast : 63/RR/AP/96/F/R gl : JITI-Ne(005456)~(PI'-RU)
Homep PY

Jnuensusa Ne

Analysis performed according ND: / Ananns npoeeaen no HA: JITI-Ne(005456)-(PI'-RU)-150524
Labeling and artworks approved: / MapkupoBka U makeTbl yreepxaeHbl: 17.02.2025

API name / HaumeHoBanune APC: Cetirizine dihydrochloride / LleTHpu3iHa AMrHIPOXIOPUA

INN / MHH: Cetirizine / Letupuzux

API manufacturer batch number / BT00-25041

Howmep cepnu npoussoauntens ADPC:

FP Manufacturer API Batch number / FBSA00206

Homep cepun cybcTaHuun npoussoaurens [JIdD:

API Manufactured by & country / Glochem Industries Private Limited, India /

Ipoussogurens A®C, crpana: I'noxem Munactpuec [padBut JIumuren, Mnaus

Name, address, authorization No for FP manufacturing Formulation Tech Ops —II, Survey No. 42p, 43, 44p, 45p, 46p,

site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HanmenoBanue, aapec, THLEH3HSA 15 Malkajgiri Distrist — 500090, Telangana State, India (license No

IIpousBoacTeennas miowanxa / [liomaaxka KouTpoas 63/RR/AP/96/F/R). / TlpouzBoacTBeHHOe noapaszaeneHue-I1,

kavecrBa / [lromanka Bbinycka VYyactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu

Bunnamxk, bauynannu Mannan, Meauan Manakamkrupu
Juctpukt — 500090, wrat Tenanrana, Muaua (Jluneusus Ne
63/RR/AP/96/F/R).

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».

3akmoyeHue o coOTBeTcTBHH: «HacTosALMM s NOATBEPXKAAID, YTO MPHBENEHHAs Bbilie HHGOPMALMS SBIAETCS AOCTOBEPHOH U
TOYHOH. DTa cepus MPOAYKUMM Npou3BedeHa (BKJIIOYAA YMakoBKY (MapKHpOBKY) M KOHTPOJb KAadeCcTBAa) Ha BbIIIEYKa3aHHOM
TIPOM3BOJCTBEHHOM muowmanke (Niollankax) B MOJHOM COOTBETCTBHM ¢ TpeboBanusamu [IpaBun Haanexated NpOM3BOACTBEHHOMN
NpaKkTUKKM EBpa3uiickoro 3KOHOMHYECKOro CO3a M TpeOOBaHUAMH KOHTPOJS KauecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B
COOTBETCTBUH CO CMELIMPUKALMAMH, COAEPKALUMMUCS B PETUCTPALIMOHHOM JOCHE CTPaHbl-UMIIOpTEpa. 3aMMUCH MO NPOU3BOACTBY,
yMaKoBKE M aHamu3y TPOBEPEHBI, U YCTAHOBIEHO WX COOTBeTCTBHE TpeGoBanuam IlpaBuin Haanexalneil Nnpou3BOACTBEHHOM
npakTvku EBpazuiickoro s3kOHOMHUYECKOTO COHO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBaHuaM HJJ 3akawyenne: OJJOBPEHO
Prepared by / Checked by / IMposepeno: ||Checked by (AQA) / Approved by: Quality
[MoaroroBnexo: D. Latha- Quality control- ||[Tposepeno (AOK): Assurance/Authorized person /
B. Satyanarayana - Quality |[Team Member V. Prashanth- Quality Ono6peHo: Obecneuenue
control- Team Member Assurance- Team Member |[kauecTsa/OTBETCTBEHHOE JIULIO:
g L% — L&p— D S. Haneef- Qg]ity Assurance- Team
) Member o
' e A
Date /[lata: 26 ~¢(-L01 ||Date /[lara: jodqw Date /[Jara: 2011~ Date /[lara; ‘3} 0 —“ ,,(ZOL_)




