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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoaykt : Lletpua® TabraeTku, MOKPBITHIEC TNEHOUHOH 000J104KO#H, 10 MT
Batch No / B2104144 Batch Quantity / 653.490 KG /
Cepust Ne O6beM napTHU _653,490KI"
Analytical Report No / 2002FP21002327 Date of Analysis / : 30-11-2021
AnanuTHyecknii oryer N Jata anaausa
Date of Manufacture / : 11/2021 Date of Expiry / 10/2024
JlaTa mpou3BoACTBA Topen mo

12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Analysis performed according ND / Ananus npoeenen mo HJ[: TT N013283/01-160919 (amend Ne 1 from

cropoHe. Ha

aapo OGenoro

Specification / Hopma

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. /
Kpyrieie ABOSKOBBINYKIbLIC TaGneTKH,
MOKPBITEIE  TUTETIOYHON  060I04YKOM
Gemoro wiM modTH 6enoro IBera, ¢
‘pmcxui& Ha oaHOM  cropoHe. Ha
[0nepeyHoM paspese — AApo oT 6eroro
10 TTOYTH OEJIOro IBETA.

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). /

Bpemst ymepXHWBaHWS OCHOBHOTO
nuKa Ha XpoMaTorpaMme
WCTIBITYEMOTO0  PacTBopa  JOJKHO
COOTBETCTBOBATH BpeMeHH
yIOep)KUBaHHS OCHOBHOIO MHUKa Ha
XpoMaTorpaMme pacTBopa
CTaHAapTHOTO obpaslia HCTHPH3WHA
ruapoxyopuna (pazmen
«KomuecTBeHHOE OTIpeeIeHnes ).

191.0 mg £+ 3.0% (185.3 mg-196.7 mg)
191,0 Mr = 3,0% (ot 185,3 Mr no
196,7 mr)

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

_"Ne Test / MMokazaTens _| Result / PesyabTarhl
White coloured, round, biconvex film
1 Description / Omicanne coated tablet with a breakline on one side.
White core on a cross section. / Kpyrihie
MBOSKOBBITYKJTBIE TAONETKH, MOKPLITHIC
MJIeHOYHOH 000JI0uKoil Genoro 1BeTa, C
puckoii Ha  ogHO
MOMEPEYHOM  paspese
uBeld.
2 Identification by HPLC/ Complies as prescribed /
[TonnuHAOCTH COOTBETCTBYET
3 Average weight / Cpennsis | 189.8mg / 189,8 mr
macca
4 Water / Bona 2.9% wiw /2,9%
5 Uniformity of dosage units | 2.7/2,7
OnHopoOHOCTH
XO3UPOBAHUS

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokaszaTens npreMiemMoct (AV)
moJkeH ObITE He 6ostee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: [IpomykT cooTBeTCTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axmwyenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
Hponyxr : lletpuH® TabneTku, TOKPHITHIE TIEHOYHON 060T09KO#, 10 MT
Batch No / i B2104144 Batch Quantity / : 653490 KG/
| Cepus Ne O6bem mapTun 653,490 K"
Analytical Report No / 1 2002FP21002327 Date of Analysis / : 30-11-2021
AHaINTHYEeCKRIT oTHeT Ne B ~ |JdaTa anaJju3a
Date of Manufacture / : 11/2021 Date of Expiry / ¢ 10/2024
JlaTa npon3BoAcTBA Togex oo

Analysis performed according ND / Anaaus nposeaen mo H: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020)

[Ne [Test/TokazaTens | Result / PesyabTator Specification / Hopma

6 Dissolution / Pactpoperiie 98%, 98%, 98%, 97%, 99%, 99% Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He w™menee 80 % (Q) or
HOMMITWIBIIOL'O COUCPKAHNS

Cy1H,5CIN,O3-2HCI1 (ueTnpusuna
muruapoxnopun) yepes 30 MuH.

7 Impurities by HPLC/

PojacTBeHHEIE TipUMeECH a) Not more than 0.2 % / »e Gonee 0,2
LIETUPH3NHA %
) Not detected / He o6mapyxena
a) Impurity A / b) Not more than 0.2 % / ne 6onee 0,2
apuMech A Not detected / He o6HapyxkeHa %
b) Impurity B / c) Not more than 0.2 % / He 6omnee 0,2
npumMech B %
c) Impurity C/
mprMech C Not detected / He obrapyxena d) Not more than 0.2 % / #e 6onee 0,2
%
d) Impurity D / Not detected / He oOHapyskeHa ’
npruMech D e) Not more than 0.2 % / ne 6onee 0,2
. 0.05% / 0,05% A
e) Impurity E /
ApHMEe & Not detected / He o6Hapyxena f) Not more than 0.2 % / He Gonee 0,2
f) Impurity F / %
npumecs F
g) Not more than 0.2% /
g) Any unspecified impurity He 6onee 0,2%

JIrobas emnAYHAS 0.11%/0,11%

HenaeHTHMIPOBaHH h) Not more than 2.0% /
b TIRMMC TR 0.2% / 0,2% He Gonee 2,0%
h) Total impurities / Cymma
npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: TTponyxT cooTBeTcTBYET TpeboBanusm HJI 3axiouenue: OJTOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

Mpoaykr LleTprH® TableTKH, TOKPHIThIE TNIEHOYHON 0005109K0M, 10 MT

Batch No / B2104144 Batch Quantity / 653.490 KG /

Cepusi Ne O0nem mapTuu 653,490 KI'

Analytical Report No / 2002FP21002327 Date of Analysis / 30-11-2021
AHAJTUTHYECKRIE oTHeT Ne Hata anannsa o N
Date of Manufacture / 11/2021 Date of Expiry / 10/2024

Jara npousBojACTBA T'open xo

Analysis performed according ND / Anaaus nposeaen mo HJ: TIN013283/01-160919 (amend Ne 1 from
| 12.05.2020 / w3m. Ne 1 ot 12.05.2020)

[ Ne

Test / TlokazaTtean

Result / PesyabTaThl

Specification / Hopma

8

Microbial limits /
MukpoGuonoruueckas
HHUCTOTA

a) Total aerobic microbial
count / O611ee yncio
a3poOHBEIX MUKPOOPTAHH3MOB

b) Total combined yeasts and
mould count / O6mee uncno
IPOKIKEBBIX U IUICCHEBBIX
rpu6oB

) E. coli

Assay / KonmnvectBeHHOE
olipefieneHe

Less than 10 CFU/g /
Meuee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

\Absent in 1g / OtcyTcrByer B IT

19.76 mg /9,76 M

|[Each film coated tablet contains not

INot more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6omee 100 KOE/r

Shall be absent in 1g / OrcyrcrBue 8 1
r

less than 9.0 mg and not more than 1 1.01
mg  CyHypsCIN,O53-2HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mn

a0 1 1,0 MT C2|H25C1N203‘2HC]
(uerupnzvHa JUATHIPOXIIOPH) B
rabneTke.

10

Package / YriakoBka

11

12

Labeling / MapkrpoBka

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet in a
carton. / [To 10 TaGnerox B
[IBX/amomunanesom Onucrepe. [To 3
fnucTepa BMECTe ¢ MHCTPYKLMeEH Mo
TPUMEHEHHIO YTIaKOBaHbI B IAaYKy
KapTOHHYO.

According to ND / B cooTBeTCTBHH € HA

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

ITo 10 Tabneroxk B
[IBX/amomMunueBoM Oonucrepe. Io 2
Ay 3 GrcTepa BMECTe ©
MHCTPYKUUEH 110 IPUMEHEHNTO
yNaKoBaHbI B MAYKY KapTOHHYIO.
Vmakoska  "in-bulk": Tlo 10
OAMCTEPOB MOMEWAIOT B KAPTOHHYIO
kopooky. Ilo 252 kapToHHBIE
KOpOOKH TIOMEINAOT B KaPTOHHBII
kopob.

- Storag—e conditions /
XpaHeHue

13

Shelf life / Cpox rogaoctu

3 years / 3 roma

At temperature below 25 °C. / I'Hm TeMriepaType He Bbllle 25 °C,

Remarks : The Product confirms to ND/
IMpumeuanue; [TpoxykT cooTBeTCcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO
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