CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A
Product : Cetrine film coated tablets, 10 mg
Hponykr : IlerpuH® TabneTku, IOKPHITHIE MIEHOYHOH 060104KO¥, 10 MT
Batch No / : B2103698 Batch Quantity / 666.380 KG/
Cepus Ne O6beM napTuu 666,380 KT’
Analytical Report No / : 2002FP21002071 Date of Analysis / ¢ 30-10-2021
AHaJIUTHUYECKHi1 oTueT Ne HJarta ananusa
Date of Manufacture / ; 09/2021 Date of Expiry / 08/2024
JaTa mpou3BoOACTBA T'ogeH go

Analysis performed according ND / Anaans nposenex mo HJI: TTN013283/01-160919 (amend Ne 1 from

12.05.2020 / m3m. Ne 1 ot 12.05.2020)

_' No Test / ITokazaTeanb _- Result / PeayabTaThl

1 Description / Onmcanue coated tablet with a breakline on one side.
White core on a cross section. / Kpyrinele
MBOSIKOBBITYKJIBIE TAabJIETKHW, TOKPBITHIE
TJIeHOUYHOIT 00oloukoii 6Gemoro 1BeTa, C
puckoii Ha omHoil cropone. Ha
nonepeyHoM paspese — aapo 6Genoro
IBETA.

White coloured, round, biconvex film|

[ 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. /
Kpyriibie OBOSKOBHUTYKITBIE TabIETKH,
MOKPBITHIE  TIEHOUHOH  06G0N0YKOi
Gemoro miad mouTH Oenoro meera, ¢
puckof Ha omHOM cropone. Ha
nomnepeyHoM pazpese — spo ot 6eoro
J10 TIOYUTH Oeyioro MBETA.

Uncontrolled Copy

2 | Identification by HPLC/ Complies as prescribed i
[TojmmHBOCTE 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). /

BpeMs  yaepKUBaHUS OCHOBHOIO

nuKa Ha XpoMmarorpaMmme
MCIBITYEMOr0  pacTBopa  JOJIKHO
COOTBETCTBOBATH BpeMEHHU
yaep’kMBaHUs OCHOBHOIO MNMKa Ha
XxpoMaTorpamme pacTBopa
CcTaHmapTHOTO o0pasla LeTHPH3NHA
CUOpOXJIOpUaa (paznen

«KoanuecTReHHOE oNpefeneHne).

B Average weight / CpenHss 190.6 mg / 190,6 mMr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
Macca 191,0 mr = 3,0% (ot 1853 Mr no
| ) 1967 wr)
4 Water / Bona 3.5% w/w/3,5% Not more than 8.0% w/w /
Il - He Gonee 8,0 % o )
S Uniformity of dosage units 4.7/4,7 The acceptance value (AV) should be
/ OHOPOTHOCTD less than or equal to 15.0 /
MO3MPOBaHUs [ToxasaTens npueMieMocTH (AV)
moikeH OBITE He Oomee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanue: ITpoaykT cooTReTCTBYET Tpebopauusm HJJ 3akmovenne: OJOBPEHO
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| Test / Tlokazartenn

Result / PesyabTaThl

[Specification / Hopma

CEPTUOUKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg
Mpoaykr [1erpuH® TabneTKH, MTOKPEIThIE INIEHOYHOH 0601m09K0H, 10 M
Batch No / B2103698 Batch Quantity / 666.380 KG /
Cepus Ne O6Bbem napTun 666,380 KI
Analytical Report No / 2002FP21002071 Date of Analysis / 30-10-2021
AnaanTudecknii oTger Ne JlaTa anaausa |l
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
JlaTa npou3BoAcTBA Topen oo

Analysis performed according ND / Auasus nposexen no HJI: TIN013283/01-160919 (amend Ne 1 from

12.05.2020 / m3m. Ne 1 ot 12.05.2020)

" | Dissolution / Pacteopenue

95%, 96%, 94%, 95%, 94%, 95%

Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He w™menee 80 % (Q) or
HOMHHAJILHOTO conepxanus
C,1H5CIN,O5-2HCI (1ternpusuna
murrapoxopun) depes 30 MuH.

Impurities by HPLC/
PoncraeHHbie puMecn
UCTHPH3NHA

a) Impurity A /
npuMech A

b) Impurity B /
npumMecsk B
c) Impurity C/
npumeck C
d) Impurity D /
fpuMecs D
e) Impurity E /
npumech E

f) Impurity F /
npumech F

g) Any unspecified impurity

Y JTrobas eauHu4HasA
iHennemndmunposaHH
-]aﬂ MpUMech

h) Total impurities / Cymma
npuMecen

Not detected / He o6napyskena

Less than LOQ (LOQ=0.010%)

Less than LOQ (LOQ=0.017%)
Not detected / He o6Hapy»xeHa

0.06% / 0,06%

Not detected / He o6HapyxeHa

0.11%/0,11%

0.2% /0,2%

a) Not more than 0.2 % / e 6onee 0,2
%

b) Not more than 0.2 % / e Gonee 0,2 |
% |

c) Not more than 0.2 % / "e Gonee 0,2 !
%

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

e) Not more than 0.2 % / He Gonee 0,2
%

f) Not more than 0.2 % / He 6omnee 0,2
%

g) Not more than 0.2% /
He 6omnee 0,2%

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

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cooTBeTCTBYET TpeOoBaHMsIM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
IMpoaykr LleTpiH® TabNETKHN, MOKPHITEIE MIEHOYHON 060109K0H, 10 MI o
Batch No / B2103698 Batch Quantity / 666.380 KG /
Cepus Ne - - O0beM napTuu 666,380 K"
Analytical Report No / ¢ 2002FP21002071 Date of Analysis / 30-10-2021
AHAJIUTHYeCKHI oT4HeT Ne Jata aHanuza -
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
JaTa npon3BoJACTBA T'open no

Analysis performed according ND / Axann3s npogegeH o H,I[: T1N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020)

Specification / Hopma

Absent in 1g / OtcyTcTByeT B 1T

|Each film coated tablet contains not

Not more than 1000 CFU/g /
1He 6omec 1000 KOE/r

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

|
Shall be absent in 1g / Orcyrcteue B 1

" |

less than 9.0 mg and not more than 11.0,
mg  CylIsCINyO3:2HCl  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr|

o 1 1,0 MI C2|H25C]N203'2HC]
(ueTnpr3nHa TUTHIPOXIIOPU) B
'TabIeTKe.

10 tablets in PVC/aluminum blister. 3
blisters and patient information leaflet in a

[TBX/amomunuesoM 6mucrepe. T1o 3
GnucTepa BMecTe ¢ UHCTPYyKIMei Mo
MPUMEHEHHIO YITaKOBAHbI B TIAYKY

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

ITo 10 Tabnetok B
[1BX/amromunneBom Gnuctepe. [1o 2
wiu 3 6rmMcTepa BMecTe ©
WHCTPYKLHEHR 110 TPUMEHEHNIO
YNakoBaHbl B TaUKy KapTOHHYHO.
Voakoska  "in-bulk": Tlo 10
GJIMCTEPOB MOMEIIAIOT B KAPTOHHYEO
kopobky. Ilo 252 «xapToHHBIE
KOpOOKM TOMEINarT B KAPTOHHBIN
KOpoo.

According to ND / B cooTBeTCTBUH ¢ H)_I

At temperature below 25 °C. / Tlpn Temnepatype He Boime 25 °C.

Ne Test / IlokazaTtean Result / Pe3yabTaThl
8 Microbial limits /
Mukpobuonoruieckas
HUCTOTA
a) Total aerobic microbial Less than 10 CFU/g /
count / O6mee uncio Menee 10 KOE/r
a3poGHBIX MUKPOOPTaHH3MOB
b) Total combined yeasts and |[Less than 10 CFU/g/
mould count / Obwee unciio  [Menee 10 KOE/r
APOXIKEBBIX U I1IECHEBBIX
rpndoB
c) E. coli 1
9 Assay / KomuuecTBeHHOE [ 991 mg/9,91 mr
ornpenencHue I'
10 Package / Ynakoska
carton. / I'lo 10 TabmeTox B
KapTOHHYFO.
11 Labelin_g / M_apK;pEKa o
12 Storage conditions /
Xpanenue
13 Shelf life / Cpox romroctit 3 years / 3 roga

Remarks : The Product confirms to ND/
Mpumeuanue: TIpoayxT cootBeTcTBYET TpeboBanmam HJJ

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO
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