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CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
Hpoayxr IeTpun® TabiieTku, MOKPHITHIE INIEHOUHOH 060m10uKOM,]10 MI all
Batch No / B2203497 Batch Quantity / 687.600 KG /
Cepus Ne Odnem napTau 687,600 KI'
Analytical Report No / 2002FP22002399 Date of Analysis / : 12-12-2022
AHanuTH4yecKHi oT4eT No HJarta anannsa
Date of Manufacture / ¢ 10/2022 Date of Expiry / 09/2025
Jara npownzroacTBa Topen g0

Analysis performed according ND / Ananns npoeeaen nmo HJI: [1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / mu3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 o1 07.10.2021)

Ne Test / Hoxazarean

1 Description / Ormucanue

Result / PesyabTaTsl

Specification / Hopma

[(BETA.

CTOpOHE.

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrieie
NBOAKOBLUIYKIIbIE TA0J1ETKY,
[IEHOYHOM 000oukoi Oemoro iBera, ¢
puckol  Ha  OJHOH
moTiepedHoM paspese — sAApo Oemoro

[TOKPLITBIC

Ha

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side, White to off-
while core on a cross section. /
Kpyrabie JBOSKOBBIMTYKITBIC TAOIETKH,
MOKpPBITblE  TUIEHOYHOH  060JI0YKOi
Genoro uiaM TOYTH Genoro UBera, C
puckoil Ha omHOM  cropone. Ha
MoHepeyHoM pas3pese — sapo oT Gesioro
o oyt 6esoro HBeTa.

[§5]

Identification by HPLC/
TloanuHHOCTE

COOTBETCTBYET

Complies as prescribed /

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  ymepXHBaHHS  OCHOBHOI'O

nuka Ha XpOoMaTorpamme
MCIBITYEMOTO  PAacTBOpa  JOJLKHO
COOTBETCTBOBATE BpeMeHU
yAep>)KMBaHUS OCHOBHOrO IMKa Ha
XpoMmaTorpaMme pacTBOpa
cTaHOapTHOro o0pasla LEeTHPU3UHA
rHOpoxJopuaa (pazgen

«KoymuecTBeHHOE Ol'IpCI[eJ'IeHI/IC))).

Macca

3 Average weight / Cpenuss

4 Water / Bona

33% wiw/3,3%

190.0 mg / 190,0 Mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr £ 3,0% (or 1853 mMr o
196,7 mr)
Not more than 8.0% w/w /
He 6omnee 8,0 %

5 Uniformity of dosage units
/ OIHOPOAHOCTH
TO3UPOBAHUSA

5.6/5,6

The acceptance value (AV) should be
less than or equal to 15.0/
[Tokazarens npremiieMocTH (AV)
imomkeH ObITE He Oonee 15,0,

Remarks : The Product confirms to ND/
ITpumeuanne: [IpogykT cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
poaykr IlerpuH® TableTKH, MOKPLITHIE MIEHOYHOH obonoukoit, 10 mr
Batch No / B2203497 Batch Quantity / 687.600 KG /
Cepus Ne O6neM napTun 687,600 KI'
Analytical Report No / 2002FP22002399 Date of Analysis / 12-12-2022
AHajaTHyeckui oTuer Ne Jlara anHanuza N
Date of Manufacture / : 1072022 Date of Expiry / 09/2025
Jata nponssogcrea I'ogen ao

Analysis performed according ND / Anaaus nposexen no HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021)

Ne Test / IlokasaTeanb Result / Pe3yabTaTsl Specification / Hopma ]
6 Dissolution / PactBopeHue 99%, 100%, 99%, 100%, 100%, 99% Not less than 80% (Q) of the
labeled amount of
C21H25C1N203'2HC] (Cetirizil’]e
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) ot
HOMHHAJTBHOTO CoJepXKaHus
C,1HysCIN,O5-2HCI (ernpusuna
Lo IrHapoxsiopua) depe3 30 MuH.
7 Impurities by HPLC/
PogcTBeHHbIE TIPUMECH a) Not more than 0.2 % / ne Gonee 0,2
LeTUpU3UHA %
_ Less than LOQ (LOQ=0.019%)
a) Impurity A / b) Not more than 0.2 % / ne 6onee 0,2
mprmech A A
. Not detected / He obHapykeHa
b) Impurity B / by c) Not more than 0.2 % / we Gonee 0,2
npuMech B %
c) Impurity C/ Not detected / He obHapyxeHa
npumMech C d) Not more than 0.2 % / ne Gosee 0,2
%
djmpurity B/ Less than LOQ (LOQ=0.003%)
npumecs D e) Not more than 0.2 % / ne Gomnee 0,2
D,
p) Impurity £/ 0.02% / 0,02% i
npimecs E = e f) Not more than 0.2 % / me 6onee 0,2
f) Impurity F / Not detected / He o6Hapy»xeHa %
npumMecs F
g) Not more than 0.2% /
g) Any unspecified impurity | 79 / 0,07% He 6onee 0,2%
Jrobas equHuYHAas
FenneHTHULIpOBAHH h) Not more than 2.0% /
a1 MpHMECh He Gonee 2,0%
h) Total impurities / Cymma ~ [0-1%/0,1%
npuMecel

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkmouenue: OJJOEPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A
Product Cetrine film coated tablets, 10 mg
IIpoaykr LleTpun® TableTKH, MOKPLITHIE TIIeHOUHON 06010uKO#H, 10 Mr
Batch No / B2203497 Batch Quantity / 687.600 KG /
Cepusn Ne Oo6BeM NapTHH 687,600 KI'
Analytical Report No / 2002FP22002399 Date of Analysis / 12-12-2022
AHanuTHYeckuii oTeT Ne JlaTa anaiau3za |
Date of Manufacture / : 10/2022 Date of Expiry / 09/2025
JaTa npoussoacTBa Togen xo

Analysis performed according ND / Anaym3 nposexen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. No 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. No 2 ot 07.10.2021)

Ne Test / IHlokazaTean

Result / PesyabTaTsl

Specification / Hopma

8 Microbial limits /
Mukpobuonorudeckas
YUCTOTA

4) Tolal aervbic wicrobial
count / O61iee Uucio
a3poOHBIX MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / Of1uee uucio
MpO>KKEBBIX U MJIECHEBBIX
rpuboB

c) E. coli

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

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

IAbsent in 1g / OtcytcTByeT B Ir

Not more than 1000 CT'U/y /
He 6onee 1000 KOE/r

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

Shall be absent in 1g / Otrcyrcreue B 1
r

9 Assay / KonndectBeHHOE
onpeeneHue

996 mg/9,96 Mr

Each film coated tablet contains not
less than 9.0 mg and not more than 11.0
mg C21H25C1N203'2HC1 (cetirizine
dihydrochloride) per tablet / Ot 9,0 wr]

00 1 1,0 Mr C21H25C1N203 -2HC]
(nerdpuswHa  AWTHOPOXJIOPHA) B
| TabeTke.
10 Package / YnakoBka 10 tablets in PV C/aluminum blister. 10 tablets in PVC/aluminum blister, 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / [To 10 Tabnerok B leaflet in a carton. "In bulk" package:
[TBX/anromunueeom 6nucrepe. [lo 10 blisters in a carton. 252 cartons in
3 GrmcTepa BMecTe ¢ MHCTpYKIMei mo  jmaster carton.
NpUMEHEHHIO YIIaKOBaHB! B ITA4Ky ITo 10 TabneTok B
KapTOHHYIO. [IBX/amomunueBom 6aucrepe. Io 2
unu 3 6mcTepa BMecTe C
WHCTPYKIUEH MO MPHUMEHEHHIO
YIIaKOBaHb!I B Na4Ky KApTOHHYIO.
VnakoBka "in-bulk": Ilo 10
OIUCTEPOB MOMEIAIOT B KAPTOHHYIO
kopobky. Ilo 252  kapToHHEBIE
KOpOOKM TMOMEUIAIOT B KAPTOHHBIN
- Kopob.
11 Labeling / Mapkupogka According to ND / B cooteetcTsuu ¢ HJ[
12 Storage conditions / At temperature below 25 °C. / TIpu tremnepatype He Bbime 25 °C. — |
XpaHeHue
13 Shelf life / Cpok rogHocty 3 years / 3 rona

Remarks : The Product confirms to ND/
ITpumeuanne: ITponykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmovenue: OJJOBPEHO
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