CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A
Product Cetrine filin coated tablets, 10 mg
ITpogykT LeTpur® TabneTkn, MOKpPLITHIE MIEHOYHOMN 060m04Koif,10 M B -
Batch No / B2201601 Batch Quantity / : 687.600 KG/ N
Cepust Ne O6neM mapTiu 687,600 KI"
Analytical Report No / : 2002FP22001064 Date of Analysis / 26-05-2022 T
AHannTu4eckuii otuet No R Jara ananuza . |
Date of Manufacture / 05/2022 Date of Expiry / 04/2025
JlaTa mpoU3BOACTBA Tonen go

Analysis performed according ND / Ananus nposenes no HJI: TT N013283/01-160919 (amend Ne 1 from 12.05.2020 /
w3M. No 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

]__Result / PeaynbTathl

Specification / Hopma

|White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnele
BOSIKOBBLIMYKJIbIE TabJeTKW, MOKPBITEIE
MiaeHoynoi obonovkoit Geroro 1Bera, ¢

puckoii Ha  omHo#t  cropoHe. Ha
MOMepevyHoM pa3pese — sAApo Oenoro
aBeTa.

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 MBOSAKOBBITYKIEIE TaGIETKNM,
MOKPBITEIE  TIJIEHOYHOH  000JI0vKOi
fenoro unM noytH Oeyoro ILBera, ¢
puckod Ha onmHOW crTopone. Ha
TIOTIEPEYHOM paszpese — Ipo ot Genoro
o moyTy 6eNoro LBeTa.

Complies as prescribed /
COOTBETCTBYET

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 ynmepxuBaHUs OCHOBHOT'O
rKa Ha XpomarorpamMMme
WCTBITYEMOTO  pacTBOpa  JAOKHO
COOTBETCTBOBATh BpEMEHH
yAepKHUBaHNS OCHOBHOTO TMKa Ha
XpoMarorpaMme pacTsopa
cTangapTHoro obpasua LeTHpH3UHA
THAPOXIIOPHAA (pazgen
«KonuuecTBeHHOE ONPENENEHNEN).

Ne |Test/Mokazatenn

1 Description / Onicanve

D | 1dentification by HPLC/

' [TonnuHHOCTL

3 Average weight_/ CpelIHHi;
Macca

| I —

14 | Water / Bona

 D— ]} _

S Uniformity of dosage units
/ OMHOPOHOCTE
N03UPOBaHUS

1872 mg /1872 wmr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (ot 1853 mr mo
196.7 mr)

2.5% wiw/2,5%

Not more than 8.0% w/w /
He 6onee 8,0 %

33/33

The acceptance value (A\7) should be

[less than or equal to 15.0 /

[Toxasarens npuemnemocty (AV)

[nomkeH 6bITE He Oonee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanne: ITporykr cootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zakarwuyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg ) ]
Mpoaykr  : [erpur® TabNeTKH, MOKPHITEIE TNEHOYHOH 060104KOMH, 10 MT I
Batch No / : B2201601 Batch Quantity / : 687.600KG/
Cepust No o O6beM napTuu 687,600KI"
Analytical Report No / : 2002FP22001064 Date of Analysis / : 26-05-2022
Ananutiyeckuii oTyeT Ne Jara ananusa
Date of Manufacture / : 05/2022 Date of Expiry / : 0472025
Jara nponssoicTsa lopen 1o

Analysis performed according ND / Ananus nposenen o HJI: TIN013283/01-160919 (amend Ne 1 from 12.05.2020 / |
u3M. Ne 1 o1 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne  [Test/Ioxasarens Result / PeaynbTater ~ |Specification / Hopma
6 Dissolution / PactBopeHue 96%, 96%, 96%, 96%, 96%, 96% Not less than 80% (Q) of the
| labeled amount of
'C2]H25C1N203'2HC1 (Cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMUHAJILHOTO cofieprkaHms
C,1HysCIN,05-2HCI (uetwpusnna
| {nuruapoxnopun) yepes 30 mun.
7 Impurities by HPLC/
PopicTBeHHBIE TIPUMECH ]a) Not more than 0.2 % / He 6onee 0,2
LUEeTUPU3HHA %
) Less than Limit of Detection
a) Impurity A / LOD=0.005%) lb) Not more than 0.2 % / we Gonee 0,2
npuMecb A %
. Not detected / He obnapyxena
b) Impurity B / i c) Not more than 0.2 % / ue 6onee 0,2
[mpumecs B %
c) Impurity C/ Not detected / He o6HapyxeHa
npumeck C d) Not more than 0.2 % / e 6omnee 0,2
%
) Impurity D / Not detected / He o6HapyxeHa
mpuMeck D e) Not more than 0.2 % / He Gonee 0,2
e) Impurity E / Less than LOQ (LOQ=0.023%) %
ipAMpce E f) Not more than 0.2 % / ne 6onee 0,2
f) Impurity F / Not detected / He o6HapyxeHa %
jmpumecs F
g) Not more than 0.2% /
g) Any unspecified impurity He 6onee 0,2%
JIrobas emHnuHaS 0.09%/0,09%
HeUICHTHYUUMPOBAHH |n) Not more than 2.0% /
A IPUMECh ' He 6onee 2,0%
h) Total impurities / Cymma 0.2%/0,2%
npumeceit
|
| |
1 |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpuveuanne: TTpoaykT coorBeTcTBYET TpeboBaunsm HJ 3axkuawuenne: OJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A
Product . Cetrine film coated tablets, 10 mg |
TMponykr  : Ilerpun® TableTKH, MOKPHITHIE MIEHOYHOH 0601104KO#M, 10 MP |
Batch No / ¢ B2201601 Batch Quantity / 1 687.600 KG/
Cepust Ne O0beM napun 687,600 KI"
Analytical Report No / : 2002FP22001064 Date of Analysis / : 26-05-2022
Ananntnueckuii oruet Ne - Jara aHann3a
Date of Manufacture / 1 05/2022 Date of Expiry / o 04/2025
JlaTa 1pon3BOACTBa T'ogen mo

Analysis performed according ND / Anannz nposeznen o HI[: TIN013283/01-160919 (amend Ne 1 from 12.05.2020 /
m3M. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 o1 07.10.2021)

‘Ne | Test/ Iloxaszarens ' Result / PesyasTarhl - | Specification / Hopma -
8  |Microbial limits / : ’ |
Mukpobuonorudeckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6Lee Yucno [Menee 10 KOE/r He 6onee 1000 KOE/r

a’poOHBIX MUKPOOPTAHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [L.ess than 10 CFU/g / He Gonee 100 KOE/r
mould count / O6utee ancno Menee 10 KOE/r
IPOMCKEBBIX W TIIECHEBBIX

rpu6boB | Shall be absent in 1g / Orcyrcrsue B 1
‘ /Absent in 1g / Otcytersyer B [T r
ic) E. coli | B

9 Assay / KonndecTBeHHOE 9.89 mg / 9,89 Mr Each film coated tablet contains not
oTpeJieliecHne less than 9.0 mg and not more than 11.0

mg  CyHysCIN,O3-2HCL  (cetirizing|
dihydrochloride) per tablet / Ot 9,0 Mr
0 1 1,0 MIr C2|H25C1N203’2HC]
(ueTMpU3MHA  OUTHAPOXIIOPUN) B

TabIeTKe.

10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / [To 10 Tabnetox B leaflet in a carton. "In bulk" package:
[IBX/antomunueBoM Onucrepe. [To 10 blisters in a carton. 252 cartons in
3 GnmcTepa BMeCTe ¢ UHCTPYKIHel mo  |master carton.
MPUMEHEHWNIO YITaKOBAHBI B MAYKY / TTo 10 Tabnerok B
KapTOHHYTO. [IBX/anromusneBoM 6muctepe. Mo 2

unu 3 6mucrepa BMECTE C
MHCTPYKIHEL 10 TTPUMCHEHNIO
yYITAKOBAHKI B TA4Ky KAPTOHHYIO.
Vmakoska  "in-bulk": Ilo 10
ONMUCTEpOBR MOMEIIAIOT B KAPTOHHYIO
kopobky. Ilo 252 kapTOHHBIE
KOpoOKM TIOMEIIaloT B KapTOHHBIH

|
- - [kopob. n
11 Labeling / Mapxuposka According to ND / B cootBercTBin ¢ HJJ
12 Storage conditions / |At temperature below 25 °C. / TIpu TeMnepaType He Bbime 25 °C, -
XpaHeHue
13 [Shelflife / Cpok ronHoctd 3 years /3 roga ]
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITponykT cooTBeTcTBYET Tpebosanusam HJI 3axmovenue: OJJOBPEHO
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