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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Cetrine film coated tablets, 10 mg

Mpoaykr [letpnH® TabneTKH, NOKPBITHIC TNIEHOUHOH 060N04K0il, | 0 Mr - _

Batch No / B2202203 Batch Quantity / : 687.600 KG/

Cepusa Ne OoLem napTun 687,600 KI* -
Analytical Report No / 2002FP22001541 Date of Analysis / 31-07-2022
AdannTuyecknii oTuer No Hdara anannsa - Al
Date of Manufacture / 07/2022 Date of Expiry / : 06/2025

JlaTa npon3BoACTBA Topen go

N

i
i

| Test / TToxazaTean

‘ Description / Onucanve

Analysis performed according ND / Auanu3s nposenen mo HJI: [T N013283/01-160919 (amer_ld Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / wam. Ne 2 or 07.10.2021)

Result / Pe3syabTaThl

White coloured, round, biconvex {film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyruneie
NBOSKOBBITTYKIIbiE Ta0JIETKH, MOKPBITHIE
[wieHo4Hoit o6oyo4ykoii Oeyoro 1BeTa, C
puckoif Ha omHOW  cropoHe. Ha
nomepevyHoM paspese — sapo 6Geroro
IBeTA.

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. /
Kpyrmble MBOSKOBLIMYKIBIE TabIeTKH,
MOKPBITBIE  TUIEHOYHOM  06osoukoit
Oenmoro wiw TmouTH Oenoro 1BeTa, c|
puckoll Ha oAHOW CTOpoHe. Ha
MOTIEPEUHOM paspese — AIPOo OT Henoro
ino moutu 6enoro 1Bera.

| Identification by HPLC/
[MommiHAOCTD

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). /

Bpems yIepXHBaHHA OCHOBHOTO
vKa Ha XpoMaTorpamMme
WCTIBITYEMOr0  pacTBOpa  JOJDKHO
COOTBETCTBOBATh BpeMeHN
yOepKWBAHHA OCHOBHOTO MUKA Ha
XxpomarorpaMme pacTtBOpa
CTaHAapTHOTO 00pa3ua LeTHpH3NHA
runpoxiopuiia (paznen
«KonuecTBeHHOE OLIpENENIEHHEY ).

Average weight / Cpennsis
Macca

Water / Bona

1904 mg / 190,4 mr

3.7% wiw / 3,7%

Uniformity of dosage units
/ OMHOPOXHOCTH
O3UPOBAHAA

33/33

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 %
The acceptance value (AV) should be
less than or equal to 15.0 /
[TokazaTens npueMieMoct (AV)
nokeH OeiTh He bonee 15,0,

Remarks : The Product confirms to ND/
Ipumeyanue: TTpogykT cooTBeTcTBYET TpebopaHuaM HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAIN3A

Product Cetrine film coated tablets, 10 mg

IMpoaykr Lletpiu® rabnerky, MOKPLITLIE NIEHOTHOI 06010 KOH, 10 MI B

Batch No / : B2202203 Batch Quantity / 1 687.600 KG/

Cepun Ne ~|O6bem napTun 687,600 KI'

Analytical Report No / 2002FP22001541 Date of Analysis / 31-07-2022

AnanuTHyecknii otuer No Jata anannza B

Date of Manufacture / 07/2022 Date of Expiry / 06/2025

JaTa NpOH3BOACTEA Tonen o N
Analysis performed according ND / Ananus uposeaen mo H: [T N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3M. Ne | ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021) -

Result / PezyabTatsi
97%, 100%, 100%, 98%, 96%, 95%

No | Test / Tlokasarenr
6 Dissolution / PacTBopenne
7 'Impurities by HPLC/

PoncreenHbie TipuMecH
TETUPU3HA

a) Impurity A /
npumecs A

b) Impurity B/
npumMecs B

c) Impurity C /
npumMecs C

d) Impurity D /
npumeck D

e) Impurity E /
npumecs E

f) Impurity F /
npuMecs F

g) Any unspecified impurity

Jo6as equuuyHan
HEUIEHTROHITWPOBAHH
as npuMech

h) Total impurities / Cymma
TipuMeceif

Not detected / He obHapykena

Less than LOQ (LOQ=0.010%)

Not detected / He oGHapyxeHa

Not detected / He o6HapyxeHa

0.02% / 0,02%

Not detected / He o6rapyxeHa

0.07%/0,07%

0.1%/0,1%

Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C,,H,5CIN,O;-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
[HOMUHAITEHOTO colepxanus
IC;H,5CIN,O3-2HCI (uetnpuszuna

- {murrppoxnopun) uepes 30 M.

la) Not more than 0.2 % / ne Gosee 0,2
%
|

b) Not more than 0.2 % / He Gounee 0,2
%

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

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

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

f) Not more than 0.2 % / He G6onee 0,2
%

g) Not more than 0.2% /
He Gonee 0.2%

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

Remarks : The Product confirms

TMpumeuanune: TpogykT cooTBeTcTBYET TpeGoBanuaM HJI

to ND/

Conclusion : APPROVED /
Saxmiouenue; OJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product Cetrine film coated tablets, 10 mg
[poayxTr LleTpur® TaGneTkH, MOKPLITbIE NNEHOYHOH 060a04KO0M, 10 M
Batch No / B2202203 Batch Quantity / : 687.600 KG/
Cepus Ne |O6bem napTun 687,600 KI'
Analytical Report No / 2002FP22001541 Date of Analysis / 31-07-2022
AHanuTHYECKHi oTyeT Ne Jara anaania
Date of Manufacture / 07/2022 Date of Expiry / 06/2025 -
Aara nponr3BocTRa Topen g0 -
Analysis performed according ND / Ananus nposenen no HJI: [T N013283/01-160919 (amend Ne 1 from
| 12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 o1 07.10.2021)
Ne |Test/oxasarens Result / PesynbTatsi Specification / Hopma
8 Microbial limits /
MuxpoGuorornyeckas
ygcToTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1ee 4MACITO Menee 10 KOE/r He 6omee 1000 KOE/r
aspoBGHBIX MUKPOOPTaHU3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6omee 100 KOE/r
mould count / OBuee uncno  Menee 10 KOE/r
NPOMCKEBBIX W MTECHEBBIX .
rpubos Shall be absent in 1g / Orcyrcreue B 1
Absent in 1g/ OtrcyTcTBYET B I lr
) E.coli - |
9 Assay / KonndecTseHHOE 9.86 mg / 9,86 mMr Each film coated tablet contains not
onpeneneHne less than 9.0 mg and not more than 11.0]
mg C3|H25C1N203 -2HC1 (cetirizineﬂ
dihydrochloride) per tablet / Ot 9,0 mMn
mo 11,0  mMr  CyHysCIN,O5-2HCI
(1eTHpH3WHA  OUTHAPOXIIOPHI) B!
" - Tabnerke. B
10 Package / Ynakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 TabmeTok B leaflet in a carton. "In bulk" package:
[MBX/amomuaneBom onmctepe. [o 10 blisters in a carton. 252 cartons in |
2 dnucrepa BMECTE ¢ MHCTpyKUMel Mo |master carton.
MPUMEHEHHIO YITaKOBaHEI B MA4KY / Tlo 10 TabneTok B
KapTOHHYIO. [IBX/amomunuesom onucrtepe. ITo 2
w3 Onucrepa BMeCTe ¢
WUHCTPYKITHEH Mo MpUMEHEHHIO
yHaKoBaHb! B MaYKy KapTOHHY!O.
Vnakoska  "in-bulk": Tlo 10
BJIUCTEPOB MOMENIAOT B KAPTOHHYIO
kopobxy. Ilo 252 «kapronHble
| [kopoOKH moMeIlaloT B KapTOHHBIH
| S - ~ |kopob. -
11 | Labeling / MapkupoBka According to ND / B cootserctenm ¢ HJ{
12 ] Storage conditions / At temperature below 25 °C. / I1pu TeMnepatype He Bolie 25 °C. '
IXpaHenne
13 ‘Shelf life / Cpox rogHocTH 3 years /3 roma
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipnmeuanne: [IponykT cooTBeTcTBYET TpeboBanmam HJI 3axmaouenne: OJOBPEHO
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ELECTRONIC SIGNATURES
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