Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJIM3A

gaTa NpoOH3BOACTBA

Tonen no

[Product : Cetrine film coated tablets, 10 mg

[Ipoaykr [leTpnH® TabsieTky, NOKPbITbIE MIEHOUHON 0060104KOM, 10 Mr

Batch No / B2302208 Batch Quantity / 687.600 KG/
Cepusn Ne O0beM mapTHu 687,600 KT
Analytical Report No / 2002FP23001703 Date of Analysis / ¢ 19-07-2023
AnaaurHyeckuii ordet Ne JlaTa aHa/In3a

Date of Manufacture / : 06/2023 Date of Expiry / 05/2026

Analysis performed according ND / Ananus nposeaen mo H/I: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

No

Test / Tloxa3zaresn

Result / PesyabTarnl

Specification / Hopma

1

Description / Onucanue

\White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrisie
NBOSIKOBBITYK/IblE TA0IEeTKY, [OKPLIThIE
MmIeHouHoi obonoykoit Oemoro 1BeTa, ¢
puckoit  Ha  onWoW  cropoHe. Ha
nonepeuHom paspese — sapo 6enoro
uBeTa.

Identification by HPLC/
[MToAMMHHOCTD

Complies as prescribed /
COOTBETCTBYET

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyribie NBOSKOBBIMYKITBIE TabTeTKH,
MOKPBITEIE  MIEHOYHOW  060movKoi
benoro wnn noutu 6enoro 1pera, ¢
puckoii Ha oaHoM ctopone. Ha
rnornepeyiiom paspese — sapo ot 6enoro
Mo 1o4TH OeNoro UBeTa.

The retention time of the main peak
in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /

Bpemsi  yIepiKMBaHUS  OCHOBHOIO
nuka Ha XpomaTorpamMme
MCOEITYEMOTO  pacTBOpa  TOJKHO
COOTBETCTBOBATE BpeMEHH
yAEPXHMBAHUS OCHOBHOTO IMKa Ha
xpomarorpamMme pactBopa
cTanpapTHOro obpasua LeTHpu3nHa
FUAPOXIIOpUIA (paznen
«KoMuecTBEeHHOE ONpeIeIeHUE ).

IAVerage weight / CpenHas
Macca

189.0mg / 189,0 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mir &+ 3,0% (or 1853 wmr mo
196.7 Mr)

Water / Bona

2.7% wiw /2,7%

Not more than 8.0% w/w /
He Goiee 8.0 %

Uniformity of dosage units
OpHopoaHoCThb
TO3UpPOBAHUS

38/38

The acceptance value (AV) should be
less than or equal to 15.0/
[lokazarens npuemiaemocTi (AV)
momxed OBITE He Gonee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanne: [1poayKT cooTBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
Sakaouenune: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUEKAT AHAJIN3A

[Product Cetrine film coated tablets, 10 mg

Mpoayxr : Iletpuu® Tabnerku, NOKpbIThIC NIEHO4HOH 000.104KOMA,10 Mr

Batch No / B2302208 Batch Quantity / 687.600 KG/

Cepus No O0neM NapTHH 687.600 KT

Analytical Report No / 2002FP23001703 Date of Analysis / 19-07-2023

| AHAIHTHYECKHI OTYeT Ne JlaTa aHaau3za

Date of Manufacture / 06/2023 Date of Expiry / 05/2026 7
|laTa npou3soacTBA T'ogen no

Analysis performed according ND / Auasus nposegen mo HJL: [1N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)

h) Total impurities / Cymma
npumMeceii

Ne Test / Iloxazarenn Result / PesyabsTaThl Specification / Hopma
6 Dissolution / PacTBopenue 96%, 98%, 99%, 95%, 98%, 95% Not less than 80% (Q) of the
labeled amount of
C21HasCIN,O5- 2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMMUHANBLHOTO coaepKaHus
C21HpsCIN,O5:2HCI (uerupusuna
murpapoxaopun) depes 30 MuH.
7 Impurities by HPLC/ Less than LOQ (LOQ = 0.019%) / Huxe
PonpcTBenusle npuMecu npeaena konuuecTseHHoro onpeaenenuns (@) Not more than 0.2 % / ne Gonee 0,2
LETUPU3IHA (IIKO = 0,019%) Yo
a) Impurity A / 0.02% / 0,02% b) Not more than 0.2 % / xe Gonee 0,2
npumecs A A
b) Impurity B / Not detected / He o6uapyxena c) Not more than 0.2 % / ve 6onee 0,2
npumech B %
c) Impurity C/ Less than LOQ (LOQ = 0.003%) / Hixe
npumece C Mpeena KoH4eCTBeHHOTo onpenenenus () Not more than 0.2 % / re Gonee 0,2
- 0 (%o
d) Impurity D / (D =00556)
npumecs D 0.04% / 0.04% f) Not more than 0.2 % / ne 6onee 0,2
e) Impurity E / M A/ o
ol detected / He o6HapyxeHa
pumect E ot ) Not more than 0.2 % / ne 6onee 0,2
f) Impurity F / %
npumech F 0.07%/ 0,07%
g) Not more than 0.2% /
g) Any unspecified impurity He Gonee 0,2%
JIro0as eguHUYHAS
HEHIEHTHDULIMPOBAHH 0 0 h) Not more than 2.0% /
st npUMecs 0.2%70,2% He 6onee 2,0%

Remarks : The Product confirms to ND/
IIpumevanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akawuenne: OJJIOGPEHO
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Page 2 of 4

Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATH3A

Product Cetrine film coated tablets, 10 mg

lpopykr  : Lerpun® 1abierin, HOKPbIThie NIEHOUHON 0000UKOH. 10 MP

Batch No / B2302208 Batch Quantity / 687.600 KG/

Cepus Ne O0beM napIuu 687.600 KI”

Analytical Report No / 2002FP23001703 Date of Analysis / ¢ 19-07-2023

|AHaIITHYICCKHI oTYeT Ne Jara ananuza

Date of Manufacture / 06/2023 Date of Expiry / 05/2026
aTa NPOU3BOACTBA T'oneH go

Analysis performed according ND / Ananns nposeaen no HJL: 11 N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne Test / IlokazaTen Result / Pesyabrarsi Specification / Hopma
8 Microbial limits /
Mukpoburonoruyeckasn
YKCTOTA
a) Total acrobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61mee uycio Meuee 10 KOE/r He Gonee 1000 KOE/r
aspoOHBIX MUKPOOPTAHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / OGwee uueso  Menee 10 KOE/r
IPOSOKEBBIX W TTECHEBBIX
TpUGOB Shall be absent in 1g / OTcyrcTeue B 1
c) E. coli Absent in 1g / OtcyTcTByeT B 1T r
0 Assay / KonnyecTBeHHO® 9.92 mg /9,92 mr Each film coated tablet contains nof
olpenencHue less than 9.0 mg and not more than 11.0)
mg  CHysCIN,O3-2HC1  (cetirizing
dihydrochloride) per tablet / Ot 9,0 mr|
/10 11,0 mr C21H25C1N203'2HC]
(UETUPU3MHA  HDUTHAPOXJIOPHA) B
- . -, TabJieTke. -
10 Package / Ynakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in {or 3 blisters and patient information
a carton. / [To 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/antomunuesom onucrepe. [lo 10 blisters in a carton. 252 cartons in
2 GircTepa BMECTe ¢ HHCTpYKIeH mo  jmaster carton.
PUMEHEHHIO YIAKORAHRI R TTAYUKY / TTo 10 Tabnetok B
KapTOHHYIO. [TBX/antomunnesom Gauctepe. [To 2
min 3 6incTepa BMECTE C
MHCTPYKIEEH 10 TPUMEHEHHUIO
yI1aKoBaHB! B IAYKY KapTOHHYIO.
Vnakoska  "in-bulk": Tlo 10
GnrcTEpOB MOMELIAIOT B KAPTOHHYIO
kopobky. [lo 252 kapToHHEIe
KOpOOKH TOMEIIAIOT B KapTOHHBII
KOpOoO.
11 Labeling / MapxupoBka According to ND / B cootBerctBum ¢ HJJ
12 Storage conditions / At temperature below 25 °C. / Ilpu TemmnepaType He Bbime 25 °C,
XpaHeHue
13 Shelf life / Cpox roguoctu 3 years / 3 roaa

Remarks : The Product confirms to ND/
Hpumeuanue: [Ipogykr coorBeTcTRYET TpeboBanmsiM HJY

Conclusion : APPROVED /
3akmouyenune: OJOBPEHO
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