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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg ]
IMpoayxT Lletpra® TabrieTKu, MOKPBITHIC IIIEHOIHOH 06004KoH, 10 Mr -
Batch No / B2103676 Batch Quantity / 670.860 KG /
Cepust Ne O6bem napTuH 670,860 KI"
Analytical Report No / 2002FP21002059 Date of Analysis / ¢ 30-10-2021
AHAJUTHYECKHH oT4eT No JlaTa anajauza
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
Jata npoussoJcTBa Iomen mo

Analysis performed according ND / Auasnns nposeaen mo HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020)

Ne Test / TlokazaTean

1 Description / Onuicanvie

[Result / PCSyJ":TaT_bl_

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrinste
IBOSIKOBBLIMYKJIble TaGJIEeTKHW, TOKPBITHIE
mieHoYHo# oboJroukoit Gemoro npeTa, C

puckoif Ha oaHoi  crtopone. Ha
molepeyHoM paspese — sapo Oenoro
BETA.

| 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. /
Kpyriisle IBOSAKOBBIMYKNBIE TabIETKH,
MOKPLITEIE  IUICHOYHOR  000NI0OUKOi
Oermoro WM TOYTH OGeloro wBera, C
puckoil Ha oxHoit crTopone. Ha
TIoTIepeYHOM paspese — SIpo oT Genoro
10 TIOYTH OCITOro TBCTA.

2 Identification by HPLC/
[ToxnuHHOCTE

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 ymepXuBaHWS OCHOBHOTO
MUKa Ha XpoMaTorpaMmme
WCTILITYEMOTO  PAcTBOpa  JOJDKHO
COOTBETCTBOBATH BpEMEHH
yAepKUBaHWA OCHOBHOIO MHKa Ha
XpomarorpaMme pacTBopa
cTaHgapTHOTO oOpasiia UeTHpH3NHA
ruapoxiopuna (pa3nen
«KonnyecTBeHHOE OTIpeieTICHUEN).

3 Average weight / Cpenuss
Macca

1914mg / 1914 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr = 3,0% (ot 1853 mr mo
196,7 mr)

| Water / Bona

=]

3.5% wiw / 3,5%

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

5 Uniformity of dosage units
/ OIHOPOOHOCTD
TO3MPOBAHUS

4.1/4,1

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokasaTtenb mpuemiieMocTH (AV)
omxeH 61T He 6onee 15,0.

Remarks : The Product confirms to ND/
Tpumeyanne: [TpoaykT cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axauenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product : Cetrine film coated tablets, 10 mg
Mpoayxt : IleTpuH® TabneTkw, NOKPLITEIE MIEHOYHOH 000101k, 10 MT
Batch No / B2103676 Batch Quantity / i 670.860 KG/
Cepust Ne O6neM napTun 670,860 KI' |
Analytical Report No / 2002FP21002059 Date of Analysis / ¢ 30-10-2021
AHaJuTHYeCKHi oT4eT No ara anajamsza
Date of Manufacture / 09/2021 Date of Expiry / ¢ 08/2024
JlaTa Npon3BOACTBA Tomen xo

Analysis performed according ND / Auaans nposexen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / mam. Ne 1 o1 12.05.2020)

Ne | Test/okazarens

6 Dissolution / FaCTBOpCH;Ie

7 Impurities by HPLC/
PoacTrBeHHbIE TpUMECH
LEeTUPHU3NHA

a) Impurity A /
npuMech A

b) Impurity B /
npumecs B
c) Impurity C/
npumMecs C

d) Impurity D /
npumecs D

e) Impurity E /
npumecs E

f) Impurity F /
npuMeck F

JTro6as enuEUYHASN
HenneHTHHULNPOBAHH
ast IPUMECh

npuMecei

0.01% /0,01%

LOD=0.006%)

[
10.06% / 0,06%

9) Any unspecified impurity |y 1024 / 0,10%

h) Total impurities / Cymma  [0-3%/0,3%

Not detected / He oGnapyxena b) Not more than 0.2 % / He Gonee 0,2

Less than Limit of Detection

Less than LOQ (LOQ=0.003%)

Not detected / He o6Hapy>xeHa %

Result / PesyabTaThl Specification / Hopma |
96%, 96%, 97%, 94%, 98%, 95% Not less than 80% (Q) of the
labeled amount of

C21H25C1N203'2HC1 (cetirizine
dihydrochloride) is dissolved in 30

minutes /
He wmemee 80 % (Q) or
HOMHHAITLHOTO coJlepKaHus

C, H;sCIN,O5-2HCI (uetupusuna
imurrapoxiopun) depes 30 MuH.

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

%

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

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

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

Remarks : The Product confirms to ND/
Mpumeuanue: TTpoayKT cooTBETCTBYET TpeboBaHUsIM HJ{

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJU3A
Product Cetrine film coated tablets, 10 mg o —
MpoaykT LletprH® TabIETKH, TOKPHITHIE TIEHOYHON 060104K0H,10 MT
Batch No / B2103676 Batch Quantity / 670.860 KG/
Cepus Ne O0beM napTHH 670,860 KI"
Analytical Report No / 2002FP21002059 Date of Analysis / 30-10-2021
AnaauTuyeckuii oTdeT No JaTa ananusa
Date of Manufacture / 09/2021 Date of Expiry / 08/2024
JaTa npou3BOACTRA TI'onen o

Analysis performed according ND / Ananus nposenen o HI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020)

‘Ne | Test/Iokazatenn Result / Pe3yanTaThl Specification / Hopma
8 Microbial limits /
MukpoGroorniecKas
YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee yncno Menee 10 KOE/T He Gonee 1000 KOE/r
a3poOHBIX MHKPOOPTaHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6mee uncno [Menee 10 KOE/r
IPOJCKEBBIX M MIICCHEBBIX
rpuoB Shall be absent in 1g / Otcyrctaue B 1
Absent in 1g/ OTcyTcTByeT B IT I
) E. coli -
9 Assay / KomiuectseHHOE 9.84 mg /9,84 mr Each film coated tablet contains nof|
ornpejiesieHne less than 9.0 mg and not more than 11.0
mg C21H25CIN203'2HC] (cetirizine
dihydrochloride) per tablet / Ot 9,0 mr
10 1 1,0 MTI C21H25C1N2O3'2HC]
(leTHpU3WHA  OUTHAPOXTIOPHA) B
B TabeTKe. - .
10 Package / YmakoBka 10 tablets in PVC/aluminum blister. 3 10 tablets in PVC/aluminum blister. 2
blisters and patient information Ieaflet in a [or 3 blisters and patient information
carton. / [To 10 TabneTok B leaflet in a carton. "In bulk" package:
[NBX/amoMunnesoM Onucrepe. [To 3 10 blisters in a carton. 252 cartons in
fnucrepa BMecTe ¢ HHCTPYKLMEH o master carton.
MPUMEHEHNIO YITAKOBAHbBI B TIAUKY / TTo 10 TabieTok B
KapTOHHYIO. [IBX/amomunueBoM O6nuctepe. [1o 2
uni 3 6nrcTepa BMecTe ©
WHCTPYKIIMEH 110 TPUMEHEHHIO
YIIAKOBAHBI B NaYKy KapTOHHYIO.
Vmakoska  "in-bulk": ITo 10
OI1CTEPOB NIOMELIAIOT B KAPTOHHYIO
kopoboky. Ilo 252 kapToHHBIE
KOpOOKM TOMEIIAOT B KapTOHHBIN
- KopoD.
11 Labeling / MapkupoBka According to ND / B cootserctsun ¢ HJ|
12 Storage conditions / At temperature below 25 °C. / I[1pu Temneparype He Boime 25 °C.
Xpanenue
13 Shelf life / Cpok rogsoctnt  [3 years / 3 roaa - o

Remarks : The Product confirms to ND/
TMpumeuanne: ITponykT cooTBeTCTBYET Tpeboanmsm HJT

Conclusion : APPROVED /
3akmovenue: OJOBPEHO
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