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CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Mpoayxr LleTpuH® TabneTkH, MOKPBITEE TNIEROYHOI 060049KoH, [0 Mr -
Batch No / : B2102457 Batch Quantity / 653.430 KG/
Cepusn Ne B O6bem mapTun 653,430 KI"
Analytical Report No / : 2002FP21001507 Date of Analysis / 19-07-2021
|AnanuTHYeckHii oTyer Ne Hdarta anajausa
Date of Manufacture / 06/2021 Date of Expiry / 05/2024
Jarta mpousBodcTBa T"oneH 1o ]

Analysis performed according ND / Ananus nposeaen o HJX: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / n3m. Ne 1 ot 12.05.2020)

]9__ Test / Tloka3aTenan

1 Description / Onucanue

Result / PeayabsTaThl ]
White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnsie
BOSIKOBEIITYKJIBIC  TaOJETKH, TTOKPBITHIE
rmieHouHo obomoukoif Oeroro 1Bera, ¢
puckoii Ha  opmHOi  cropoHe. Ha
oTiepeyHoM  paspese — sapo  6esoro
LBETA.

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. /
Kpyrneie DBOSKOBBITYKITBIE TaONETKH,
IIOKPBITHIE  TUIEHOYHOM  o0oNoukoii
Genoro WM MmoutH Oemoro 1LBeTa, C
puckof Ha OmHON cTopoHe. Ha
norepeyHoM paspese - aIpo oT Henoro
10 TTOYTH OENIoro BETA.

%]

Identification by HPLC/
[lognuHHOCTD

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  yIep>KWBaHUS  OCHOBHOTO
nuka Ha XpoMarorpaMMe
UCTILITYEMOrO  pacTBOpPa  JOJDKHO
COOTBETCTBOBATD BpEMeHH
yIepXKUBAHUA OCHOBHOTO IHWKa Ha
XpoMaTorpamme pacTtBopa
cTaHjapTHOro obpastia LEeTHPU3WHA
TUJIPOXJIOpUAA (pazmen
«Ko14ecTBeHHOE OTIpeieNIEHNE)).

Average weight / Cpenuss
Macca

1904 mg / 1904 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg) |
191,0 mr = 3,0% (ot 185,3 Mr nmo
196.7 mr)

4 | Water / Boma R

3.3% wiw/3,3%

Not more than 8.0% w/w /
He 6onee 8.0 %

]

Uniformity of dosage units
/ OTHOPOIHOCTD
MO3VPOBAHMS

39/3,9

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokaszarens mpueMmiieMocti (AV)
nomxeH 66ITh He Goee 15,0.

6 Dissolution / PacTBopenue

99%, 99%, 98%,96%, 98%, 99%

Not less than 80% (Q) of the
labeled amount of
C, H,sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wenee 80 %

Q) or

Remarks : The Product confirms to ND/
Mpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg )
ITponyxr Lletpun® TabIETKU, TOKPHITHIE TIEHOYHOW 060I104K0#,10 MT
Batch No / : B2102457 Batch Quantity / 653.430 KG/ 1
Cepust Ne O0bem napTuu 653,430 KT’ |
Analytical Report No / : 2002FP21001507 Date of Analysis / 19-07-2021
AHajquTH4YecKnii oryer No JHata anaau3a
Date of Manufacture / 06/2021 Date of Expiry / 05/2024
JdaTa npon3BoacTBa I'ogen oo

Analysis performed according ND / Ananns nposenen no HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Ne

Test / [Toxa3zaTeanb

Impurities by HPLC/
PozcrBeHHble npUMecH
LETHpU3WHA

a) Impurity A /
npuMech A

b) Impurity B /
npumMech B
c) lmpurity C/
npumecs C
d) Impurity D/
nmpumecs D
e) Impurity E /
npumecsk E

f) Impurity F /
nprmMech F

g) Any unspecified impurity

( Jobast eqnHNYHAas
HEeMACHTHHIMPOBAHH
as TpuMech

h) Total impurities / Cymma
puMeceit

| Result / PesynbTaTsi

Specification / Hopma

HOMWHAJILHOTO cone?xamm
C, H,sCIN,O;-2HCI (uetupusuna
nuruapoxsopua) uepes 30 MuH.

Not detected / He o6HapyskeHa

Less than LOQ (LOQ=0.010%)

Not detected / He oOHapyxeHna
[ess than LOQ (1.OQ=0.003%)
0.04% / 0,04%

Not detected / He obHapyxeHa

0.09 % / 0,09%

0.1% /0,1%

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

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

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

d) Not more than 0.2 % / we bonee 0,2 |
%

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

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

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

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

Remarks : The Product confirms to ND/
Mpumeuanne: ITpoayKT cOOTBETCTBYET TpeboBaHwsm HJT

Conclusion : APPROVED /
Jaxirouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

Hponykr LeTpnu® TabIeTKH, TOKPLITEIE INIEHO4HOH 06onouKkoi, 10 Mr

Batch No / : B2102457 Batch Quantity / 653.430 KG/
| Cepus Ne B O0BbeM NapTHH 653,430 K"
Analytical Report No / ¢ 2002FP21001507 Date of Analysis / 19-07-2021

| ARajinTHYecKHi oT4eT Ne JaTta anaausza

Date of Manufacture / 06/2021 Date of Expiry / 05/2024
Jata mpouzBoacTBa Tonen ao

Analysis performed according ND / Anaau3s nposegen mo HJI: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020)

Ne Test / TlokaszaTean Result / PeayabTaThl | Specification / Hopma :
8 Microbial limits /
MukpoOHoornueckas
qUCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61uee 1nciIo Menee 10 KOE/r He Gomee 1000 KOE/T
a3poOHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / Obtuee grcio  Menee 10 KOE/r
NPOMOKEBEBIX U IIIECHEBBIX
rpuGoB Shall be absent in 1g / Orcytctsue B 1
Absent in 1g / OtcyTcTBYyeT B 1T r
c) E. coli
9 Assay / KonndecTBeHHOE 9.96 mg /9,96 MT Each film coated tablet contains not
ornpeneneHue less than 9.0 mg and not more than 11.0
mg  CyHpsCIN,O5-2HCl  (cetirizing
dihydrochloride) per tablet / Ot 9,0 M1
no 11,0 wmr  C,;H,sCIN,O;5-2HCI
(ueTHpHM3WHAa  OWUTHAPOXIIOPHO) B
3 TabIeTKe.

10 Package / Ynakoeka 10 tablets in PVC/aluminum blister. 2 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in a |or 3 blisters and patient information
carton. / [To 10 TabneTok B leaflet in a carton. "In bulk" package:
[TBX/anmromunueBoM 6mmcrepe. 1o 2 10 blisters in a carton. 252 cartons in
OiUcTepa BMECTe ¢ MHCTPYKUMEH 1o master carton.

NPUMEHEHWIO YITaKOBaHBI B TTAUKY |/ TTo 10 Ta6eTok B
KapTOHHYIO. [IBX/amromMunneBoM o6nncrepe. [To 2
wiu 3 GiiHcTepa BMecTe ¢
MHCTPYKLHMEH 110 TPUMEHEHIT0
yNaKoBaHbl B MAUKy KaPTOHHYIO.
Vmakoska  "in-bulk"™: ITo 10
GJ1CTEPOB TOMELIAIOT B KAPTOHHYIO
kopobky. Ilo 252 xapToHHBIE
KOpOOKHM ITOMEINAfOT B KapTOHHLI
— [xopod.
11 Labeling / MapkmupoBka According to ND / B coorsercteuu ¢ HJ|
12 Storage conditions / At temperature below 25 °C. / I1pu Temriepatype He Boie 25 °C.
XpaHenue
13 Shelflife / Cpok rogHoct  [3 years / 3 roza -

Remarks : The Product confirms to ND/
TMpumewanne: IMpoaykT coorBercTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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